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EXAMINING PUBLIC HEALTH LEGISLATION 
TO HELP PATIENTS AND LOCAL COMMU- 
NITIES 


TUESDAY, JANUARY 27, 2015 

House of Representatives, 

Subcommittee on Health, 
Committee on Energy and Commerce, 

Washington, DC. 

The subcommittee met, pursuant to call, at 11:16 a.m., in room 
2322, Rayburn House Office Building, Hon. Joseph R. Pitts (chair- 
man of the subcommittee) presiding. 

Members present: Representatives Pitts, Guthrie, Whitfield, 
Shimkus, Blackburn, Griffith, Bilirakis, Long, Bucshon, Collins, 
Upton (ex officio). Green, Capps, Butterfield, Sarbanes, Matsui, 
Schrader, Kennedy, Cardenas, and Pallone (ex officio). 

Staff present: Brenda Destro, Professional Staff Member, Health; 
Andy Duberstein, Deputy Press Secretary; Carly McWilliams, Pro- 
fessional Staff Member, Health; Katie Novaria, Professional Staff 
Member, Health; Chris Sarley, Policy Coordinator, Environment 
and the Economy; Macey Sevcik, Press Assistant; Adrianna 
Simonelli, Legislative Associate, Health; Heidi Stirrup, Policy Coor- 
dinator, Health; John Stone, Counsel, Health; Ziky Ababiya, Demo- 
cratic Policy Analyst; Jeff Carroll, Democratic Staff Director; Eric 
Flamm, Democratic FDA Detailee; Hannah Green, Democratic Pol- 
icy Analyst; Tiffany Guarascio, Democratic Deputy Staff Director 
and Chief Health Advisor; and Meredith Jones, Democratic Direc- 
tor, Outreach and Member Services. 

Mr. Pitts. The subcommittee will come to order. The Chair will 
recognize himself for an opening statement. 

OPENING STATEMENT OF HON. JOSEPH R. PITTS, A REP- 
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH 

OF PENNSYLVANIA 

Today the subcommittee will consider some unfinished business 
from the last Congress in the form of six bills. 

The Veteran Emergency Medical Technician Support Act, spon- 
sored by Representative Adam Kinzinger, would assist States in 
streamlining their certification requirements for those veterans 
with emergency medical technician training who want to work in 
the civilian workforce. 

The National All Schedules Prescription Electronic Reporting Re- 
authorization Act, or NASPER, sponsored by Representative Ed 

( 1 ) 
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Whitfield, would reauthorize the NASPER program to support 
State prescription drug monitoring programs. 

The Trauma Systems and Regionalization of Emergency Care Re- 
authorization Act, sponsored by Representative Burgess and Rank- 
ing Member Green, would reauthorize certain trauma care pro- 
grams through fiscal year 2019. 

The Access to Life-Saving Trauma Care for All Americans Act, 
to be sponsored by Representative Burgess, Ranking Member 
Green, would reauthorize trauma care — centered care grants. 

H.R. 471, introduced by Representative Marino, Blackburn, 
Welch, and Chu, the Ensuring Patient Access and Effective Drug 
Enforcement Act of 2015, would improve law enforcement efforts 
regarding prescription drug diversion and abuse. 

And the Improving Regulatory Transparency for New Medical 
Therapies Act, which I introduced, along with Ranking Member 
Pallone, last Congress and will be reintroducing shortly, seeks to 
improve the transparency and consistency of the Drug Enforcement 
Agency’s scheduling of new EDA-approved drugs under the Con- 
trolled Substances Act. 

[The information appears at the conclusion of the hearing.] 

Mr. Pitts. I look forward to hearing the testimony of all of our 
witnesses today. 

[The prepared statement of Mr. Pitts follows:] 

Prepared statement of Hon. Joseph R. Pitts 

Today, the subcommittee will consider some unfinished business from the last 
Congress, in the form of six bills. 

• The Veteran Emergency Medical Technician Support Act, sponsored by Rep. 
Adam Kinzinger, would assist States in streamlining their certification require- 
ments for those veterans with emergency medical technician (EMT) training who 
want to work in the civilian workforce. 

• The National All Schedules Prescription Electronic Reporting Reauthorization 
Act, or NASPER, sponsored by Rep. Ed Whitfield, would reauthorize the NASPER 
program to support State prescription drug monitoring programs. 

• The Trauma Systems and Regionalization of Emergency Care Reauthorization 
Act, sponsored by Rep. Burgess and Ranking Member Green, would reauthorize cer- 
tain trauma care programs through FY2019. 

• The Access to Life-Saving Trauma Care for All Americans Act, to be sponsored 
by Rep. Burgess and Ranking Member Green, would reauthorize trauma center care 
grants. 

• H.R. 471, introduced by Reps. Marino, Blackburn, Welch, and Chu, the Ensuring 
Patient Access and Effective Drug Enforcement Act of 2015, would improve law en- 
forcement efforts regarding prescription drug diversion and abuse. 

• And, the Improving Regulatory Transparency for New Medical Therapies Act, 
which I introduced along with Ranking Member Pallone last Congress, and will be 
reintroducing shortly, seeks to improve the transparency and consistency of the 
Drug Enforcement Agency’s (DEA) scheduling of new FDA-approved drugs under 
the Controlled Substances Act (CSA). 

I look forward to the testimony of all of our witnesses today. 

Mr. Pitts. I yield the remainder of my time to Representative 
Whitfield. 

Mr. Whitfield. Well, Chairman Pitts, thank you very much for 
having this hearing today on the important topic of public health 
and for including the NASPER reauthorization draft as part of that 
discussion. 
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I am delighted that Mr. John Eadie is with us today, and we look 
forward to his testimony. He has 35 years or so of experience with 
the drug monitoring issues. 

And I look forward to your testimony. 

I might add that we have reached a point, unfortunately, in 
America today where more people are dying from drug overdoses 
than they — from prescription drug overdose than they are from 
automobile accidents. 

And I would just say that, back in 2001, the Appropriations Com- 
mittee, without any authorization from the authorizing committee, 
started a drug monitoring program, which turned out to be a very 
good program. In 2005, this committee came back, through Con- 
gressman Pallone and Mr. Pitts and myself and others, and we au- 
thorized NASPER, a National All Prescription Drug Monitoring 
Program for the entire country. We had great difficulty obtaining 
funding for it because the appropriators always tunneled the money 
through the drug monitoring program at the Department of Jus- 
tice. NASPER was at HHS. And so, ever since 2005, we have had 
sort of two different programs. Unfortunately, the one at HHS was 
not getting any funding basically. 

Today, most States do have drug monitoring programs, but we 
still have these separate programs — one at DOJ and one at HHS. 
And so, hopefully, we tried to explore about a year ago a way to 
sort of combine these programs to just make it more efficient and 
more helpful to the American people. And I don’t think we have to- 
tally resolved that yet, but I do think it is important we reauthor- 
ize this program. 

And I look forward to maybe having some discussions with you, 
Mr. Eadie, and others that have an interest. And is there a way 
that we can still try to get these programs together? 

And, with that, I yield back the balance of my time. 

Mr. Pitts. The Chair thanks the gentleman. 

Now, recognize the ranking member of the subcommittee, Mr. 
Green, 5 minutes for an opening statement. 

OPENING STATEMENT OF HON. GENE GREEN, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Green. Thank you, Mr. Chairman. 

And good morning to our witnesses for you all being here today. 

This hearing is called to examine six proposals which will 
strengthen public health, each which is the product of bipartisan 
efforts. 

I thank the chairman for having this hearing. It is not only an 
opportunity to further these important pieces of legislation. But it 
also serves as a reminder of the great work this committee can ac- 
complish when we work together to advance our healthcare system. 

The Veteran Emergency Medical Technician Support Act, as led 
by Representatives Kinzinger and Capps, the legislation will save 
lives — will help States utilize the skills of our Nation’s veterans 
and address emergency medical technician shortages by stream- 
lining the certification and licensure requirements of returning vet- 
erans who have completed military EMT training. 
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The Improving Regulatory Transparency for New Medical Thera- 
pies Act — that is the last time I will say that — provides a solution 
to current delays experienced by patients in need. 

The amount of time the DEA has asked before acting on FDA 
recommendations has lengthened in recent years, delaying the 
availability of new therapies. Led by Chairman Pitts and Ranking 
Member Pallone, this legislation will improve patient access by 
bringing clarity and transparency to the process of scheduling new 
FDA-approved therapy. 

Representatives Marino, Welch, Blackburn, and Chu introduced 
the Ensuring Patient Access and Effective Drug Enforcement Act. 
This legislation would promote patient access to medically nec- 
essary controlled substances and, with the DEA’s authority, to sus- 
pend a DEA registrant acting in a manner that puts public health 
and safety at risk. 

The National All Schedules Prescription Electronic Reporting or 
NASPER Reauthorization Act, by our Ranking Member Pallone 
and Representative Whitfield, will reauthorize the improved pre- 
scription drug monitoring programs — are essential to part of our 
Nation’s effort to combat the epidemic of prescription drug and 
opioid overdose. The reauthorization of NASPER will help States 
implement and improve their PDMs, which improve clinical deci- 
sionmaking and reduce diversion. 

The final two bills that are being considered today are the Trau- 
ma Systems and Regionalization of Emergency Care Authorization 
Act and the Access to Life-Saving Trauma Care for All Americans 
Act. My good friend and fellow Texan Dr. Mike Burgess — I wish 
Mike was here to hear me brag about him — and I have led these 
legislative efforts. I thank him and his staff for their continued 
dedication and hard work. Both bills will reauthorize important 
programs that are designed to ensure that availability and effec- 
tiveness of effective use of trauma care. Trauma is the leading 
cause of death under age 44. Federal investments in trauma cen- 
ters and systems will save lives, improve patient outcomes, and 
provide downstream cost savings to the healthcare system. 

Again, I want to thank Dr. Burgess for his partnership on this 
issue and the chairman for bringing these legislative proposals be- 
fore the committee today. I thank my colleagues on both sides of 
the aisle for their thoughtful and worthy proposals and their com- 
mitment to improving access and delivery of health care. 

I look forward to working on a bipartisan manner on many 
issues before our subcommittee, including our solutions with the 
expiration of the Health Centers Fund in September. Unless we 
take action, community health centers will reduce an immediate 60 
to 70 percent funding cut. Health centers alone are bipartisan. And 
letting the fund expire without a solution in place will severely 
limit patient access to the cost effective primary and preventive 
care that is provided to millions of Americans. 

[The prepared statement of Mr. Green follows:] 

Prepared statement of Hon. Gene Green 

Good morning and thank you all for being here. This hearing was called to exam- 
ine six proposals that will strengthen public health, each of which is the product 
of bipartisan effort. 
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I thank the chairman for having this hearing. It is not only an opportunity to fur- 
ther these important pieces of legislation, hut it also serves as a reminder of the 
great work this committee can accomplish when we work together to advance our 
health care system. 

The Veteran Emergency Medical Technician Support Act is led by Representatives 
Kinzinger and Capps. This legislation will help States utilize the skills of our Na- 
tion’s veterans and address emergency medical technician shortages by streamlining 
the certification and licensure requirements for returning veterans who have com- 
pleted military EMT training. 

The Improving Regulatory Transparency for New Medical Therapies Act provides 
a solution to current delays experienced by patients in need. The amount of time 
the DEA has taken before acting on FDA recommendations has lengthened in recent 
years, delaying the availability of new therapies. Led by Chairman Pitts and Rank- 
ing Member Pallone, this legislation will improve patient access by bringing clarity 
and transparency to the process of scheduling a new FDA-approved therapy. 

Representatives Marino, Welch, Blackburn, and Chu introduced the Ensuring Pa- 
tient Access and Effective Drug Enforcement Act. This legislation will promote pa- 
tient access to medically necessary controlled substances and protects DEA’s author- 
ity to suspend a DEA registrant acting in a manner that puts public health and 
safety at risk. 

The National All Schedules Prescription Electronic Reporting, or NASPER Reau- 
thorization Act, led by Ranking Member Pallone and Representative Whitfield, will 
reauthorize and improve prescription drug monitoring programs. PDMPs are an es- 
sential part of our Nation’s effort to combat the epidemic of prescription drug abuse 
and opioid overdose. The reauthorization of NASPER will help States implement 
and improve their PDMPs, which improve clinical decisionmaking and reduce diver- 
sion. 

The final two bills being considered today are the Trauma Systems and Regional- 
ization of Emergency Care Reauthorization Act and the Access to Life-Saving Trau- 
ma Care for All Americans Act. My good friend and fellow Texan Dr. Mike Burgess 
and I have led these legislative efforts. I thank him and his staff for their continued 
dedication and hard work. 

Both bills will reauthorize important programs that are designed to ensure the 
availability and effective use of trauma care. Trauma is the leading cause of death 
under age 44. Federal investments in trauma centers and systems will save lives, 
improve patient outcomes, and provide downstream cost savings to the health care 
system. Thank you again to Dr. Burgess for your partnership on this issue and to 
Mr. Chairman for bringing these legislative proposals before the committee today. 

I thank all of my colleagues from both sides of the aisle for putting forward these 
thoughtful and worthy proposals, and for their commitment to improving access and 
delivery of health care. 

I look forward to continuing to work in a bipartisan manner on the many issues 
before our subcommittee, including on a solution to the expiration of the Health 
Centers Fund in September. Unless we take action, community health centers will 
experience an immediate 60-70 percent funding cut. 

Health centers have a long history of bipartisan support, and letting the fund ex- 
pire without a solution in place will severely limit patient access to the cost-effective 
primary and preventive care they provide to millions of Americans. 

Thank you, and I 3deld the remainder of my time to the Congresswoman from 
California, Lois Capps. 

Mr. Green. With that, Mr. Chairman, I would like to yield the 
remainder of my time to my colleague from California, Lois Capps. 
Mrs. Capps. I thank the ranking member for yielding. 

And, Mr. Chairman, thank you for holding this important hear- 
ing today. 

I am pleased to, again, be working with Representative 
Kinzinger to introduce the Veteran Emergency Medical Technician 
Support Act, as we did in the past two Congresses, to see it up for 
discussion today. 

While our military men and women receive some of the best tech- 
nical training in emergency medicine anywhere, when they return 
home, they are often required to start back at square one to receive 
the same certification for civilian jobs. At the same time, military 
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medics with civilian credentials often must let these civilians cer- 
tificates lapse while they are defending our country. Either way, 
this keeps our veterans out of the civilian workforce and withholds 
valuable medical personnel from our communities. 

Vets EMT is a small but straightforward bipartisan bill to help 
States streamline their certification processes to take military 
medic training into account for civilian licensure. I look forward to 
testimony today about the training these men and women have al- 
ready received, the need for this bill, and the impact it could have 
as written or if expanded. 

I, also, must again plug my Emergency Medic Transition Act, a 
more comprehensive bill to help develop appropriate fast-track 
military-to-community programs which also deserves a hearing. I 
am hopeful we can continue to work together in a bipartisan way 
to move these important pieces of legislation out of the committee 
so that we can help these talented professionals join our healthcare 
workforce and improve the care in our communities. 

And I am out of time. 

I will yield back and thank my colleague for yielding to me. 

Mr. Pitts. The Chair thanks the gentlelady. 

I now recognize the chairman of the full committee, Mr. Upton, 
for 5 minutes for an opening statement. 

OPENING STATEMENT OF HON. FRED UPTON, A REPRESENTA- 
TIVE IN CONGRESS FROM THE STATE OF MICHIGAN 

Mr. Upton. Well, thank you, Mr. Chairman. 

In the last Congress, this committee established an impressive 
record of success with 51 bipartisan bills signed into law, many of 
which are now helping improve public health. 

Families in local communities expect us to work together to solve 
problems, and we look forward to using our prior success as a 
springboard to further boost the public health that this new — in 
this new Congress. Today, we are going to examine a half a dozen 
bills that collectively will help our Nation’s veterans; address the 
prescription drug abuse crisis; secure access to trauma systems; 
and, yes, improve the Controlled Substances Act. 

First, we are going to hear testimony on our bill authored by Mr. 
Kinzinger, the Veteran Emergency Medical Technician Support 
Act, passed by the full House in February of 2013, which would 
help military medics in those States with a shortage of emergency 
medical technicians. 

We will also discussed the National All Schedules Prescription 
Electronic Reporting Reauthorization Act led by Mr. Whitfield to 
help address the prescription drug crisis here. 

We are also going to hear testimony on two trauma bills, led by 
Dr. Burgess and Ranking Member Green. The Trauma Systems 
and Regionalization of Emergency Care Reauthorization Act, which 
was passed to the full House in June of last year, would help sup- 
port State and rural development trauma systems. 

The second bill will reauthorize language from the Public Health 
Service Act to fund trauma care centers. 

And, finally, the subcommittee will hear about two bills related 
to the Controlled Substances Act: Improving Regulatory Trans- 
parency for New Medical Therapies Act, led by Chairman Pitts and 
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Ranking Member Pallone, which would amend the CSA to improve 
and streamline the DEA’s process for scheduling new drugs ap- 
proved by the FDA; ensuring Patient Access and Effective Drug 
Enforcement Act, led by Vice Chair Blackburn and Reps Marino, 
Welch and Chu, would help prevent prescription drug abuse, estab- 
lish clear and consistent enforcement standards, and ensure that 
patients have access to medications by promoting collaboration 
among Government agencies, patients, industries, stakeholders. 

[The prepared statement of Mr. Upton follows:] 

Prepared statement of Hon. Fred Upton 

In the 113th Congress, the Energy and Commerce Committee established an im- 
pressive Record of Success with 51 bipartisan bills signed into law, many of which 
are now helping improve public health. Families and local communities expect us 
to work together to solve problems, and we look forward to using our prior success 
as a springboard to further boost the public health this new Congress. Today we 
will examine a half dozen bills that collectively will help our Nation’s veterans, ad- 
dress the prescription drug abuse crisis, secure access to trauma systems, and im- 
prove the Controlled Substances Act. 

First, we will hear testimony on a bill authored by Mr. Kinzinger. The Veteran 
Emergency Medical Technician Support Act, passed by the full House in February 
2013, would help military medics and those States with a shortage of Emergency 
Medical Technicians. 

We also will discuss the National All Schedules Prescription Electronic Reporting 
Reauthorization Act led by Mr. Whitfield to help address the prescription drug 
abuse crisis. 

We will hear testimony on two trauma bills led by Dr. Burgess and Ranking 
Member Green. The Trauma Systems and Regionalization of Emergency Care Reau- 
thorization Act was passed through the full House in June 2014 and would help 
support State and rural development of trauma systems. The second bill will reau- 
thorize language from the Public Health Service Act to fund trauma care centers. 

Finally, the subcommittee will hear about two bills related to the Controlled Sub- 
stances Act. The Improving Regulatory Transparency for New Medical Therapies 
Act, led by Chairman Pitts and full committee Ranking Member Pallone, would 
amend the CSA to improve and streamline the Drug Enforcement Agency’s process 
for scheduling new drugs approved by the Food and Drug Administration. 

The Ensuring Patient Access and Effective Drug Enforcement Act, led by Vice 
Chairman Blackburn and Reps. Marino, Welch, and Chu would help prevent pre- 
scription drug abuse, establish clear and consistent enforcement standards, and en- 
sure patients have access to medications by promoting collaboration among Govern- 
ment agencies, patients, and industry stakeholders. 

I thank the witnesses for attending today’s hearing, and I look forward to their 
testimony and recommendations as we begin to build upon our strong record of bi- 
partisan success. 

Mr. Upton. Thank you all for being here, and I yield to Mr. 
Whitfield. 

Mr. Whitfield. Thank you very much. 

I would like to ask unanimous consent to set in the record a 
statement from the National Council for Prescription Drug Pro- 
grams and a white paper on recommendations for improving pre- 
scription drug monitoring programs. 

Mr. Pitts. Without objection, so ordered. 

[The information appears at the conclusion of the hearing.] 

Mr. Whitfield. Thank you. 

Mr. Pitts. All right. The gentlemen yields back. 

I would like to ask unanimous consent — since the ranking mem- 
ber, Mr. Pallone, is not here — to yield his time to Representative 
Kennedy. 
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Without objection, Mr. Kennedy is recognized for 5 minutes for 
an opening statement. 

OPENING STATEMENT OF HON. JOSEPH P. KENNEDY, HI, A 

REPRESENTATIVE IN CONGRESS FROM THE COMMON- 
WEALTH OF MASSACHUSETTS 

Mr. Kennedy. Thank you, Mr. Chairman. I will take about 30 
seconds, I hope. But thank you for yielding and recognizing me. 

I want to thank the witnesses for their testimony today and Mr. 
Whitfield and Mr. Pallone for their work on the NASPER reauthor- 
ization. 

This is an issue that is of particular importance for me back in 
my home district. At the end of 2014, there were about 209 heroin 
overdoses in Taunton, Massachusetts, alone. In less than 20 days 
into 2015, there have already been 10 suspected overdoses. 

We can often trace the origin of those overdoses back to opioid 
addiction and prescription drug abuse. Tufts Health Care Insti- 
tute’s Program on Opioid Risk Management released a report in 
2011 with some alarming findings. They estimated that the societal 
cost of opioid abuse in the U.S. are substantial, with total societal 
costs being $55.7 billion and healthcare costs about $25 billion. The 
annual cost per patient diagnosed with opiate abuse dependence 
and misuse are considerably higher than those with patients with- 
out such diagnoses. 

I was a prosecutor for several years before running for Congress. 
I saw the effects of opioid addiction every single day in the court- 
room through property crimes, breaking and entering, larcenies, 
and other such crimes that would end up — this addiction would 
drive people to such lengths to break the law to try to continue to 
feed an addiction. 

Prescription drug abuse programs and prescription monitoring 
programs are an absolutely critical part to trying to come up with 
a comprehensive plan to combat this epidemic. And I applaud Mr. 
Pallone and Mr. ^^itfield for their efforts on this. 

And I would like to yield 1 minute of my time back to Mr. 
Butterfield. 

Mr. Buttereield. Thank you very much, Mr. Kennedy, for yield- 
ing. 

And thank you, Mr. Chairman, and the ranking member for the 
opportunity to sit in Mr. Pallone’s seat for just a few minutes and 
to claim some of his time this morning. 

But, Frank, I will be moving on in just a minute. I have got one 
or two other places to go. 

But, Mr. Chairman, I appreciate the opportunity to discuss a 
number of bipartisan bills that many of us have worked on in the 
past. In particular, I was a supporter of the Trauma Systems and 
Regionalization of Emergency Care, the reauthorization act, and 
the Regulatory Transparency for New Medical Therapies Act that 
we handled in the 113th Congress. Finding innovative ways to im- 
prove access to care in rural communities, particularly ones like 
mine in eastern North Carolina, can mean the difference between 
life and death. The ACA went a long way. It went a long way to- 
ward improving rural health care and created or reauthorized the 
four programs included in the Trauma Systems Act. We must reau- 
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thorize this program and put our money where our mouths are by 
fully funding these programs. 

Furthermore, the New Medical Therapies Act would improve ac- 
cess to care by accelerating the process to help patients access im- 
portant medicines. 

I thank you, Mr. Kennedy. 

I yield back to you, sir. 

Mr. Kennedy. Thank you, Mr. Butterfield. 

I think I yield my time, which was Mr. Pallone’s time, back to 
Mr. Pallone. 

Mr. Pitts. Mr. Pallone, you have 2 minutes left. 

Mr. Pallone. All right. Thank you, Mr. Chairman. 

I just wanted to say briefly that I think that these six public 
health bills are important. They all aim to address important pub- 
lic health issues within our communities. I am not going to go into 
all the details about them. 

The first two, the Improving Regulatory Transparency Act, 
speeds up Drug Enforcement Administration decisions on sched- 
uling of new FDA-approved drugs with regard to controlled sub- 
stance. 

And the second one. Ensuring Patient Access and Effective Drug 
Enforcement, adds two definitions to controlled substances. The 
goal of that bill is to help drug distributors, pharmacies, and others 
work with DEA to achieve the difficult balance between keeping 
controlled substance prescription drugs away from drug abusers 
but not from patients who need them. 

The next bill, the veterans bill, authorizes a demonstration grant 
programs for States to streamline certification and licensure re- 
quirements for returning veterans to become emergency medical 
technicians. We had some great good hearings with this. 

And I want to thank Congresswoman Capps for her work on this 
issue. 

And then we have the two bills reauthorizing a number of trau- 
ma programs, which are very important, because traumatic injury 
is the leading cause of death for children and adults under the age 
of 45. And it is critical that States are equipped to deliver these 
medical services. 

And the last one the subcommittee will review is the NASPER 
bill, which I coauthored with my colleague from Kentucky, Mr. 
Whitfield. And this legislation helps States establish and maintain 
prescription drug monitoring programs in order to combat drug 
abuses, which is an epidemic in the United States. So it is critical 
that we continue to support a program like this through Federal 
funding. 

Many of these bills passed our committee in the House last Con- 
gress with broad bipartisan support, as you know, Mr. Chairman. 
And I look forward to working with my colleagues to do the same 
this year. Thanks. 

[The prepared statement of Mr. Pallone follows:] 

Prepared statement of Hon. Frank Pallone, Jr. 

Thank you, Chairman Pitts, for holding this hearing on the six public health bills 
before us today. All of the bills aim to address important public health issues within 
our communities. 
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The Improving Regulatory Transparency for New Medical Therapies Act would 
speed up Drug Enforcement Administration (DEA) decisions on scheduling of new 
EDA-approved drugs containing controlled substances, so that they could get to pa- 
tients more quickly. It also would speed up the DEA registration process allowing 
the manufacture and distribution of controlled substances for use only in clinical 
trials. The bill aims to ensure that there are not unnecessary delays of medicines 
getting to patients in need. I want to thank Chairman Pitts for working with me 
on this bill last Congress and committing to move forward early this Congress. 

The Ensuring Patient Access and Effective Drug Enforcement Act would add two 
definitions to the Controlled Substances Act to better focus DEA’s enforcement ac- 
tivities. It also would require DEA to provide registrants an opportunity to submit 
an action plan to correct any violations for which DEA is considering revoking or 
suspending their controlled substance registration. The goal of the bill is to help 
drug distributors, pharmacies, and others work with DEA to achieve the difficult 
balance between keeping controlled substance prescription drugs away from drug 
abusers but not from patients who need them. I thank Representatives Blackburn, 
Marino, Welch, and Chu for introducing this legislation. 

The next bill, the Veterans Emergency Medical Technician Support Act, author- 
izes a demonstration grant program for states to streamline the certification and li- 
censure requirements for returning veterans to become emergency medical techni- 
cians. Returning vets have important skills and experiences that make them highly 
qualified for jobs in health care and particularly in emergency medicine. This bill 
passed both the committee and the House last Congress, and I want to thank Con- 
gresswoman Capps for her work on this issue. 

We are also considering two bills reauthorizing a number of trauma programs. 
The Trauma Systems and Regionalization of Emergency Care Reauthorization Act, 
which passed the House last year, is aimed at planning and implementing trauma 
care systems in the States and establishing pilot projects for innovative models of 
regionalized trauma care. The second bill, the Access to Life-Saving Trauma Care 
for All Americans Act, reauthorizes two additional trauma programs that expire this 
year that aim to increase the availability of trauma services, as well as an inter- 
agency program for basic and clinical research on trauma. Traumatic injury is the 
leading cause of death for children and adults under the age of 45, and it is critical 
that States are equipped to deliver these medical services. I would again like to 
thank Mr. Green and Mr. Burgess, who are both leaders on trauma care, for their 
work on these bills. 

Finally, the subcommittee will review the National All Schedules Prescription 
Electronic Reporting Reauthorization Act, which I coauthored with my colleague 
from Kentucky, Mr. Whitfield, during the last Congress. This legislation helps 
States establish and maintain prescription drug monitoring programs in order to 
combat prescription drug abuse, an epidemic in the United States. It is critical that 
we continue support for this program through Federal funding. 

Many of these bills passed our committee and the House last Congress with broad 
bipartisan support. I look forward to working with my colleagues to do the same 
this year. 

Mr. Pitts. The Chair thanks the gentlemen. 

That concludes the opening statement of the Members. As usual, 
all Members’ written statements — opening statements will be made 
a part of the record. 

I would like to thank the witnesses for the efforts they made to 
be a part of the hearing today, especially in light of the hazardous 
travel conditions due to wintry weather. Since we announced a 1- 
hour delay in the start of our hearing today, one of our witnesses, 
Mr. John Eadie, has informed that he may need to leave early be- 
cause of travel constraints. But thank you for all the effort that you 
made to get here. 

I want my colleagues to be aware of this so they can form their 
questions with this in mind. So thank you. 

On our panel today, we have five witnesses: Mr. Ben Chlapek, 
deputy director of Central Jackson County Fire in Blue Springs, 
Missouri; Mr. John Eadie, director of Prescription Drug Monitoring 
Program Center of Excellence at Brandeis University; Dr. Blaine 
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Enderson from the Department of Surgery at the University of 
Tennessee Medical Center; Dr. Nathan Fountain, professor of neu- 
rology and director of the F.E. Dreifuss Comprehensive Epilepsy 
Program here on hehalf of the Epilepsy Foundation; and Mr. Lin- 
den Barher, partner and director of DEA Compliance Operations at 
Quarles & Brady. 

Thank you for coming today. Your written testimony will he 
made a part of the record. You will he each given 5 minutes to 
summarize your testimony. 

And, Mr. Chlapek, we will begin you. You are recognized for 5 
minutes for your summary. 

STATEMENTS OF BEN CHLAPEK, PUBLIC SAFETY TRAINING 
COORDINATOR, MID-AMERICA REGIONAL COUNCIL, ON BE- 
HALF OF THE NATIONAL ASSOCIATION OF EMERGENCY 
MEDICAL TECHNICIANS; JOHN L. EADIE, DIRECTOR, PRE- 
SCRIPTION DRUG MONITORING PROGRAM CENTER OF EX- 
CELLENCE, BRANDEIS UNIVERSITY; BLAINE ENDERSON, 
M.D., CHAIRMAN, TRAUMA CENTER ASSOCIATION OF AMER- 
ICA; NATHAN B. FOUNTAIN, M.D., CHAIR, PROFESSIONAL AD- 
VISORY BOARD, EPILEPSY FOUNDATION OF AMERICA; AND 
D. LINDEN BARBER, PARTNER AND DIRECTOR, DEA COMPLI- 
ANCE OPERATIONS, QUARLES & BRADY, LLP 

STATEMENT OF BEN CHLAPEK 

Mr. Chlapek. Thank you. Chairman Pitts, Vice Chairman Guth- 
rie, and Mr. Green, and members of the subcommittee. My name 
is Ben Chlapek, and I am here to discuss the issue of military med- 
ics veterans who are honorable transitioning into the civilian EMS 
field. I am representing the National Association of Emergency 
Medical Technicians that represents roughly 40,000-plus EMTs, 
paramedics, and first responders of all delivery models, fire-based, 
hospital-based, privates, third services, industrial, and military 
medics. 

I currently serve on the Board of Directors and as the chair of 
the Military Relations Committee; recently retired as the deputy 
chief of Central Jackson County Fire; and have been a registered 
paramedic, nationally registered, for over 30 years. Also, recently 
retired from the United States Army as Lieutenant Colonel and 
have 36 years of service in the Army, starting in 1975, with one 
small break. 

Bottom line up front is we have an obstacle course when a mili- 
tary medic transitions from the military and tries to get a civilian 
EMS license. Currently, the Army and Air Force graduate their 
medics at the Joint Training Facility in San Antonio with a Na- 
tional Registry EMT card. The Navy does not. They almost meet 
the criteria, but the medics split off at one point and get their spe- 
cialty training or specialized training. 

We have a lot of people who are helping us with this. And when 
they have to repeat it, it is a waste of their skills. They are doing 
the same thing over and over. In addition, a lot of military medics 
gain advanced skills, such as suturing and doing other forms of ad- 
vanced medicine that civilian medics don’t. 
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One of the biggest concerns — and it is voiced by Sergeant Major 
Harold Montgomery, the senior medical enlisted advisor of Special 
Operations Command at MacDill Air Force Base in Tampa, Flor- 
ida, his biggest concern is that we lose the knowledge and advances 
we have gained in Iraq and Afghanistan and Kosovo and don’t use 
those, don’t learn from them, and they will be lost. These military 
medics that are transitioning have that ability. For example, many 
law enforcement agencies across the country now carry combat 
tourniquets and hemostatic agents, which have saved some lives. 
It has been documented by the first responders, the officers being 
able to use these skills. 

There is a shortage in rural America of paramedics. And when 
these medics get out, even as EMTs, they need to advance to para- 
medic. We have gone the gap analysis. We know what needs to be 
done. And House Bill 235 is a great, big jump in getting that 
achieved. 

It won’t solve all the issues. But we have done the gap analysis. 
There are many States now passing legislation — over 30 at this 
point — to help veterans and streamline the process to become civil- 
ian medics because the State licensing procedures differ. They 
aren’t the same. 

Another thing we have done is written an interstate compact, 
and that is being presented to the States now. 

We need a common registry. The Senate bill would help make a 
solid jump to get this achieved. This is near and dear to my heart. 
I have deployed with fire department medics, with private medics 
who have gone back and tried to integrate back into their services. 
Some have. Some haven’t. The National Registry of EMTs has gone 
a long way toward helping. The National Association of EMTs has 
led this charge. I had 40 medics and EMTs on one tour and worked 
very hard for them to keep their certification. 

I suffered a traumatic brain injury in 2008 in Afghanistan. It 
was moderate, and I still receive therapy today at the Kansas City 
VA, who does a great job. This — this initiative is near and dear to 
my heart, and I thank you for letting me speak today. God bless. 

Mr. Pitts. The Chair thanks the gentleman. 

[The prepared statement of Mr. Chlapek follows:] 
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Introduction 

Chairman Pitts, Vice Cliairman Guthrie, Mr. Green and members of the Subcommittee, thank 
you for giving me this opportunity again to discuss the certification/licensure issue plaguing 
honorably discharged transitioning military medics to civilian emergency medical services. I am 
Ben Chlapek, Public Safety Training Coordinator for the Mid-America Regional Council in 
Kansas City, MO and here representing the National Association of Emergency Medical 
Technicians (NAEMT), of which I currently .serve as a member of the Board of Directors and the 
Chair of the Military Relations Committee. Formed in 1975, the National Association of 
Emergency Medical Technicians (NAEMT) is the nation’s only organization solely dedicated to 
representing the professional interests of all EMS practitioners, including paramedics, emergency 
medical technicians, emergency medical responders and other professionals working in 
preho-spital emergency medicine, NAEMT’s 40,000+ members work in all sectors of EMS, 
including government service agencies, fire departments, hospital-based ambulance services, 
private companies, indiustrial and special operations settings, and in the military. 

I recently retired as the Deputy Chief of Central Jackson County Fire Protection District, Blue 
Spring.s, Missouri. As a former Lieutenant Colonel in the United States Army for 36 years of 
service. I served tours in Afghanistan, Kosovo, Central America, and multiple other countries, I 
also served as faculty at Louisiana State University and hold undergraduate degrees in Chemistry 
and Fire Science, a Master’s Degree in Public Administration and a second Master’s Degree in 
Homeland Defense and Security from the Naval Postgraduate School (pending acceptance of 
thesis), i serve on numerous national, state, and local committees including the Missouri 
Governor’s Advisory Council for EMS. 
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Background 

The smooth transition of our veterans into civilian life underscores the importance of these 
hearings and the responsibilities of the subcommittee in developing policies that honor the 
training of our military medics to seamlessly transition our veterans into the workforce to 
provide valuable medical personnel for our communities. Military veterans receive some of the 
best medical training and experience available when serving our country. Their sacrifices, 
commitment to duty, and ability to gel the job done in austere environments make them 
exceptionally well suited for working as BMTs and paramedics in our communities upon their 
honorable separation from the armed services. Transitioning military medics are highly sought 
after by civilian EMS agencies throughout our nation. These agencies seek the medical, 
leadership, and even the soft skills these veterans provide. 

Currently, experienced military medics are often required to entirely repeat their medical training 
again at the most basic level to receive certification to be hired for a civilian EMS job. 

Depending on the state, the returning veteran has to obtain or renew his or her EMS license and 
the requirements can vary significantly. Furthermore, the requirements that exist at certified 
EMS education facilities that allow candidates to test for the EMS licenses have va.st differences. 

A Navy Independent Duty Corpsman, a Navy SEAL medic, an Army Special Forces medic 
( 1 8D), and an Air Force Special Operations Pararescue medic receive extensive medical training 
and are trained to operate in austere environments. They learn skills and perform procedures in 
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the field that are many times reserved for physicians and specialists in operating rooms or trauma 
rooms. External fixation of multiple fractures, shunts to restore circulation to a mangled limb, 
and insertion of chest tubes to expand a collapsed lung are just a few of the procedures they learn 
and perform in the most severe conditions. Depending on current leadership framework in the 
respective school houses, the.se Special Operations medics may or may not hold a paramedic 
license with a licensing entity. When they get out of the service and try to enter the EMS 
profession, they are required to go through a year-long paramedic class and several hundred 
clinical hours; upon completion they must test to get a license to work. In reality, all they may 
need is a two-day Advanced Cardiac Life Support class, a module on geriatric medicine, a 
refresher on obstetrics, and a chance to challenge the written and practical tests. In a matter of 
weeks or a month at the most, they should be able to work as paramedics for any service in the 
world. However, that is rarely the case. 

Currently, it appears that Army inedics and Air Force medics graduate from their military 
training eligible to te.st for EMT licen.ses or registry cards from the National Registry of 
Emergency Medical Technicians; Navy Corpsmen do not. By the time they leave the service, 
many do not have current licenses so they are not eligible to go to work at civilian EMS 
agencies. Making matters worse, many have licenses that have been expired long enough that 
they cannot even challenge a state test or take a refresher to challenge the test; they have to take 
a complete provider course to work as an Emergency Medical Technician. This requires a 
semester ofclassroom work, a weekend of clinical work, and waiting for a test date to take the 
licensing test. It can take half of a year to get an Emergency Medical Technician license waiting 
for test dates and results. Basic combat medics. Navy Corpsmen, and Air Force medics have all 
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of the training they need to challenge the test and should be allowed to do so. If they are rusty or 
need a review in a specific area, a weekend refresher is plenty to prepare them for the test. 

Some states and training entities have made adjustments and are starting to streamline the 
education process for service members. Veterans in positions of authority like Greg Natsch, the 
former Director of the Missouri Bureau of EMS, met with veterans on a case by case basis. If 
the veterans can document the training e.xperience they had in the military, at their mobilization 
stations, or on a forward operating base, he adjusted their requirements to allow them to 
streamline the licensing and testing process. Finding an RMS education facility to streamline 
this process can be a challenge. A bill with bipartisan support and .sponsors was introduced in 
the Missouri House in a previous session to streamline EMS licensure for honorably discharged 
veterans. Tennessee, Alabama, Arkansas. Te.xas, Mi.ssouri, Michigan. Louisiana, and a grow ing 
number of states have training entities and educational institutions that take veterans and their 
training records through individualized processes to streamline the process for the veterans and 
get them into the workforce. This helps veterans get licensed and get to work as .soon as possible 
while alleviating Paramedic shortages in some portions of the country. Almost all suburban lire 
departments require that applicants are Emergency Medical Technicians or Paramedics. 
Paramedics are not as plentiful and streamlining the process would help staff open Paramedic 
positions; the Kansas City Missouri Fire Department currently has multiple and recurring 
Paramedic openings and is struggling to find candidates with Paramedic licenses who want to 
work in their extremely busy environment. Streamlining the licensing process for veterans will 
help them be employed more quickly. 
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The National Registry of Emergency Medical Technicians and an increasing number of states 
have established policies and passed legislation to allow veterans a grace period and renewed 
certification upon returning. We appreciate the assistance and hard work by you that assists us in 
obtaining this much needed help for our veterans who arc returning to civilian E'iVlS jobs. 

Gentlemen like Navy Captain (Dr.) Frank Butler, retired. Army Lieutenant Colonel (Dr.) Robert 
Mabry, Army Colonel (Dr.) Todd Fredricks, Army Colonel (Dr.) Patricia Hastings, and other 
Special Operations and Emergency Medicine physicians have taken EMS education and training 
to a new level in educating special operations medical personnel. Emergency Medical 
Technicians, Paramedics, Physician Assistants, and others allied health personnel. Their 
guidance and tutelage in the military and the civilian sectors have helped medics keep soldiers 
alive on the battlefield and civilians alive in our communities. They continue to work tirelessly 
to make sure the front line medics are the best in the world and work to keep them educated, 
licensed, and employed. Lessons from the battlefield and adjuncts such as QuikClot zeolite 
granules, Combat Gauze, and the Combat Action Tourniquet have helped us transition efficacy 
in trauma care into our communities to increase civilian levels ofeare and survivability. The 
military experience is too rich and loo costly to throw away and deny in our civilian 
communities. Congressional assistance in streamlining the licensing process to get these 
experienced combat medics and corpsmen into the civilian EMS community will help our 
communities and the level ofeare provided to our citizens. 

Conclusion 

Due to the committee’s focus and work to pass H.R. 235 in the 1 13"’ Congress, we have seen 
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some national, DoD and state recognition of this issue. The implementation of transition 
programs across the nation have been slow to emerge due to funding support, causing military 
medics to defer their pursuit ofa career in emergency medical services based on convenient 
access to programs. 

The subcommittee continues to have the potential to help veterans transition quickly to the 
civilian profession upon their completion of military duty, essentially reducing unemployment 
among veterans and instilling positive morale and hope for their futures, 1 wholeheartedly 
support any process and legislation that helps military medics transition into the civilian world 
and use their skills and e.xperlise to make our communities safer and better. 1 firmly believe your 
continued attention to this i.5Siie is the right direction and an excellent investment to help our 
military veterans, our civilian emergency response agencies, patients and this great country. 

7'hank you for your time and attention. I sincerely appreciate the opportunity to come before you 
again to present a perspective from the emergency medical response community on this 
important subject. God bless. 


I would welcome any feedback or questions. 
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Mr. Pitts. Mr. Eadie, you are recognized for 5 minutes for your 
summary. 

STATEMENT OF JOHN L. EADIE 

Mr. Eadie. Thank you, Chairman Pitts, Ranking Member Green, 
and Representative Whitfield for providing this opportunity to tes- 
tify regarding proposed legislation to help fund State prescription 
drug monitoring programs, PDMPs, through the National All 
Schedule Prescription Electronic Reporting Act, i.e., NASPER. 

I am John Eadie. I have worked on public health for 45 years 
and specifically on PDMPs for 30 years. I currently serve as direc- 
tor of the Prescription Drug Monitoring Program Center of Excel- 
lence at Brandeis University, where we identify what makes 
PDMPs effective and help them reach their full potential. Eor ex- 
ample, through a partnership with Pew Charitable Trust and sup- 
port from BJA, we have published a white paper on PDMP best 
practices. 

PDMPs are operating in 49 States and Guam with another au- 
thorized for the District of Columbia. They are essential ingredi- 
ents in the Nation’s effort to reverse the epidemic of prescription 
opioid overdoses and deaths and rising heroin abuse. The health 
and safety of families across America depend on PDMPs being as 
effective as possible. 

The Center of Excellence reviews PDMP’s performance and has 
found that they improve clinical decisionmaking and patient care 
by prescribers and pharmacies; identify and reduce doctor shop- 
ping; impact on controlled substances availability and prescribing; 
help improve health outcomes; reduce drug and medical costs re- 
lated to inappropriate prescribing; reduce diversion into illegal use; 
and assist drug investigations; monitor compliance in drug absti- 
nence; assist in substance abuse treatment and medical examiner 
practices; assist in drug abuse prevention and surveillance efforts. 

Some Sates have recently issued broad mandates on prescribers 
to obtain and review PDMP data prior to issuing the first sched- 
uled controlled substance to each patient and periodically there- 
after, for example, every 3 months. Kentucky, Tennessee, and New 
York report rapid increases in prescribers registering for PDMP 
use, increases in requests for PDMP data — over a 300 percent in- 
crease in Tennessee, over 500 percent in Kentucky, and over 10,000 
percent in New York — decreases in the prescribing of some com- 
monly abused controlled substances and decreases in doctor shop- 
ping. 

Florida, in 2011, implemented its PDMP and other initiatives. 
The Florida Medical Examiner has just reported for 2013 that 
there was an 8.3 percent decrease in 1 year in the number of 
deaths in which 1 or more controlled substance prescription was 
identified as the primary cause, while oxycodone deaths declined by 
27.3 percent. 

Further developments are needed. One example, after proactively 
analyzing their data, PDMPs should proactively send out unsolic- 
ited reports to prescribers, pharmacists, healthcare professional li- 
censing boards, and law enforcement. This is one of the most effec- 
tive best practices. But more than two-thirds of PDMPs still need 
to fully implement that. 
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A second example. Medicaid/Medicare, workers compensation, 
and other third-party payers need to protect their enrolled patients’ 
health and safety and do so by helping prescribers and pharmacists 
avoid issuing and dispensing prescriptions that will cause harm to 
their patients. But this can only be done by PDMPs providing se- 
cure patient data access to third-party payers. And this is not a 
common practice today. 

In order to reduce the opioid epidemic, PDMPs need to adopt the 
most effective practices, and this requires money. But the cost is 
miniscule compared to the price in lives and dollars if PDMPs do 
not rise to their full potential. 

The reauthorization of NASPER, with proposed changes, will as- 
sist States by adding important funds that complement other ini- 
tiatives. States need NASPER to encourage the technological devel- 
opment of PDMPs’ interoperability with electronic health records 
and health information exchanges. 

This development will allow PDMP data to reach prescribers and 
pharmacists in their normal workflow, increase clinicians’ ability to 
properly treat their patients and avoid prescribing or dispensing to 
doctor shoppers or persons counterfeiting or forging prescriptions. 
Importantly, NASPER can help States sustain critical PDMP oper- 
ations. 

I thank the bill sponsors for their efforts to improve NASPER 
and encourage the Subcommittee on Health to approve it. 

Mr. Pitts. The Chair thanks the gentlemen. 

[The prepared statement of Mr. Eadie follows:] 
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Committee on Energy and Commerce 
United States House of Representatives 

Subcommittee on Health 
January 27, 2015 

Testimony by John L. Eadie 

Thank you, Chairman Pitts, Ranking Member Green, and Representative Whitfield for 
providing this opportunity to testify regarding proposed legislation to help fund States’ 
Prescription Drug Monitoring Programs (PDMPs) through the National All Schedules 
Prescription Electronic Reporting Act, (NASPER), 

I am John L. Eadie. I have worked in public health for 45 years and, specifically on 
PDMPs for 30 years. I currently serve as Director of the Prescription Monitoring Program 
Center of Excellence at Brandeis University where we identify what makes PDMPs effective 
and help them reach their full potential. For example, through a partnership with Pew 
Charitable Trusts and support from BJA, we published a White Paper on PDMP Best 
Practices.' 

PDMPs are operating in 49 states and Guam, with another authorized for the District of 
Columbia. They are essential ingredients in the nation’s efforts to reverse the epidemic of 
prescription opioid overdoses and deaths and the rising heroin abuse. The health and safety of 
families across America depend on PDMPs being as effective as possible. 

I . Clark, T., Eadie, J., Knue, P., Kreiner, P., StricWer. G. Prescriplion drug monitoring programs: an assessment of the evidence for 

best practices. PDMP Center of Excelfence, 2012. rH'pVfV/vv'-v.Tpdtnpcxr.fttk'toaf.oi'g/.vfie'i/ali/i.xsfs/BrafK'.ifti-j PfMvir' Rcport^ 


1 



23 


The Center of Excellence reviews PDMPs' performance and has found that they:^ 

• Improve clinical decision-making and patient care by prescribers and pharmacies. 

• Identify and reduce “doctor shopping.” 

• Impact on controlled substance availability and prescribing. 

• Help improve health outcomes, 

• Reduce drug and medical costs related to inappropriate prescribing. 

• Reduce diversion into illegal use and assist drug investigations. 

• Monitor compliance and drug abstinence. 

• Assisting in substance abuse treatment and medical examiner practices. 

• Assist in drug abuse prevention and surveillance efforts. 

Some states have recently issued broad mandates on prescribers to obtain and review 
PDMP data prior to issuing the first Schedule II, II or IV prescription to each patient and 
periodically thereafter, e g, every three months. Kentucky, Tennessee, and New York, report: 

• Rapid increases in prescribers registering for PDMP use, 

• Increases in requests for PDMP data (over 300% TN, over 500% in KY and over 
10,000% in NY)l 

• Decreases in the prescribing of some commonly abused controlled substances. 

• Decreases in multiple provider episodes (i.e. doctor shopping). 

“ PDMP Center of Excellence at Brandeis University. Briefing on PDMP Effectiveness: Updated September 2014. 
http://vYWw.DdmpexceHence.orq/sites/all/pdfs/Briefinq%20on%20PDMP%20Effectiveness%203rd%20revision.pdf 

■’ PDMP Center of Excellence at Brandeis University. COE Briefing: Mandating PDMP participation by medical providers: 
current status and experience in selected states. Revision 2, October 2014 
http://www.pdmpexceilence.orq/sites/ali/pdf5/CQE briefing mandates 2nd rev pdf 
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Florida, in 201 1 , implemented its PDMP and other initiatives. The Florida Medical 
Examiner 2013 annual report shows an 8.3% decrease in one year in the number of deaths in 
which one or more controlled substance prescriptions was identified as the primary cause of 
death, while oxycodone deaths declined by 27.3%. 

Further developments are needed. One example: after proactively analyzing their data, 
PDMPs should proactively send out unsolicited reports to prescribers, pharmacists, healthcare 
professional licensing boards, and law enforcement. This is one of the most effective best 
practices, but more than two-thirds of PDMPs still need to fully implement it. 

A second example: Medicaid, Medicare, workers compensation, and other third party 
payers need to protect enrolled patients’ health and safety, by helping avoid prescribers and 
pharmacists from issuing and dispensing prescriptions that patients will harm patients. But this 
can only be done by PDMPs providing secure data access to third party payers.'' 

In order to reduce the opioid epidemic, PDMPs need to adopt the most effective 
practices and this requires money, but the cost is miniscule compared to the price in lives and 
dollars if PDMPs do not rise to their full potential. 

The reauthorization of NASPER, with proposed changes will assist states by adding 
important funds that compliment other initiatives. States need NASPER to encourage the 
technological development of PDMPs’ interoperability with electronic health records and health 
information exchanges. This development will allow PDMP data to reach prescribers and 
pharmacists in their normal workflow, increase clinicians’ ability to properly treat their patients 


PDMP Center of Excellence at Brandeis University. PDMPs and Third Party Payers Meeting December 2012: Report of 
Proceedings. April 2014 http://vwi7w,pdmpexceHence.orq/sites/all/pdfs/Brandeis COE PDMP 3rd pty payer mtq rpt.pdf 
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and avoid prescribing or dispensing to doctor shoppers or persons counterfeiting or forging 
prescriptions. Importantly, NASPER can help states sustain critical PDMP operations. 

I thank the bill sponsors for their efforts to improve NASPER and encourage the 
Subcommittee on Health to approve it. 
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SUMMARY OF TESTIMONY on January 27, 2015 
By John L Eadie 

States need federal financial assistance for their Prescription Drug Monitoring Programs 
(PDMPs) to operate effectively in interdicting the opioid overdose epidemic. The National All 
Schedules Prescription Electronic Reporting Act, (NASPER), can provide such assistance. 

PDMPs provide information to improve clinical care by prescribers and pharmacies, 
reduce “doctor shopping,” impact controlled substances prescribing, improve health outcomes, 
reduce medical costs and diversion of medications into illegal use and assist in substance 
abuse prevention and treatment. 

States that mandate prescribers review PDMP data before all first prescriptions and 
periodically thereafter report rapid increases in prescribers requesting PDMP data from over 
300% to over 10,000%. They also report decreased prescribing of abused controlled 
substances and in doctor shopping. 

Florida reports significant declines in overdose deaths involving prescription opioids, 
particularly oxycodone, since implementing its PDMP. 

PDMPs should upgrade their programs by proactive analyses of data and distribution of 
unsolicited reports to prescribers, pharmacists, healthcare professional licensing boards and 
law enforcement. To protect patients, PDMPs should also provide data to all third party 
healthcare payers. 

Reauthorization of NASPER will assist states by adding funds that compliment other 
initiatives, particularly to develop interoperability with electronic health records and health 
information exchanges. 
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Mr. Pitts. Dr. Enderson, you are recognized for 5 minutes for 
summary. 

STATEMENT OF BLAINE ENDERSON 

Dr. Enderson. Chairman Pitts, Ranking Member Green, and 
members of the committee, thank you for holding this hearing on 
examining public health legislation to help patients in local com- 
munities and for inviting the Trauma Center Association of Amer- 
ican, TCAA, to speak. 

TCAA is a nonprofit 501(c)(6) association representing trauma 
centers and systems across the country and is committed to ensur- 
ing access to lifesaving trauma services. 

TCAA, along with our advocacy partners — the American Trauma 
Society, the American Association for the Surgery of Trauma, the 
American College of Surgeons, the American College of Emergency 
Physicians, the American Burn Association, the American Associa- 
tion of Neurological Surgeons, the College of Neurological Sur- 
geons, the Emergency Nurses Association, the Society of Trauma 
Nurses, the American Academy of Orthopedic Surgeons, and the 
Eastern Association for the Surgery of Trauma — are on the fore- 
front of providing trauma and emergency care to millions of Ameri- 
cans. And it is out of that commitment that we submit these com- 
ments for your consideration. 

As organizations that care deeply about access to trauma and 
emergency care, we would like to thank you for passing the Trau- 
ma Systems and Regionalization of Emergency Care Reauthoriza- 
tion Act, H.R. 4080, last session and express our strong support for 
the passage of this vital legislation again this session. 

We would also like to thank Dr. Burgess and Representative 
Green for their continued leadership and recognize the importance 
of these systems of care in saving lives. 

Trauma is a major public health issue, as we have heard. In the 
United States, approximately 35 million are treated every year for 
traumatic injury. It is the leading cause of death under age 44. And 
at an annual cost of $67.3 billion, trauma is the third most expen- 
sive medical condition. 

The value proposition for trauma care is well documented. The 
care provided by trauma centers, including specialist physicians, 
nurses, and their entire trauma team, has a dramatic and cost-ef- 
fective impact on a patient’s subsequent quality of life. In fact, 
trauma care is more cost effective than many other interventions, 
including dialysis for kidney failure. 

Victims of traumatic injury treated at a level 1 trauma center 
are 25 percent more likely to survive than those treated at a gen- 
eral hospital. Unfortunately, 45 million Americans lack access to 
major trauma centers. And if they are taken to nontrauma centers, 
the risk of death increases to 30 percent within 48 hours. 

The Trauma Systems and Regionalization of Emergency Care Re- 
authorization Act would reauthorize two important grant mecha- 
nisms: The Trauma Care Systems Planning Grants Program and 
the Regionalization of Emergency Care Pilots Program, each au- 
thorized at $12 million per year. 

The Trauma Care Systems Planning Grant supports State and 
rural development of trauma systems. The Regionalization of 
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Emergency Care Pilots Program funds pilot programs to design, 
implement, and evaluate innovate models of regionalized emer- 
gency care. 

Unfortunately, in 2015, we still lack effective regionalized care 
systems for infectious diseases, like Ebola, or even for cardiac or 
stroke patients. The vast majority of hospitals addressing patients 
with these conditions also serve as our Nation’s regional trauma 
centers. These hospitals must have the tools and capabilities to 
care for all of these patients with emergent, time-sensitive, and 
life-threatening conditions, whether it is trauma, stroke, or Ebola. 
The funding to support these hospitals must follow and support 
their willingness to provide care to the sickest Americans in the 
greatest hour of need. 

In addition to the Trauma Care Systems Planning Grant and Re- 
gionalization of Emergency Care Pilots, there are two other pro- 
grams contained in the Public Health Service Act, said to expire 
this year, which need to be addressed by Congress. The Access to 
Life-Saving Trauma Care For All Americans Act would reauthorize 
these vital programs to prevent more closures and improve access 
to trauma care. 

The Trauma Care Center Grants are authorized at $100 million 
per year in an effort to prevent more trauma center closures by 
supporting their core missions, curtailing losses from uncompen- 
sated care, and providing emergency award to centers at risk of 
closing. Also, the Trauma Service Availability Grants, authorized 
at $100 million per year, are channelled through the States to ad- 
dress shortfalls in trauma service and improve access to and the 
availability of trauma care in underserved areas. 

In addition, the Interagency Program for Trauma Research is in 
need of reauthorization. This program is designed to facilitate col- 
laboration across the National Institutes of Health on trauma re- 
search. 

All the programs are designed to ensure the availability and ef- 
fective use of trauma care to save lives, cost, and improve patient 
outcomes. Trauma can happen to anyone any time and anywhere, 
as demonstrated by the Boston Marathon bombing and other recent 
casualties. And yet trauma care is not available for millions of 
Americans, especially in rural areas. 

We would encourage the Congress to reauthorize these vital pro- 
grams to maintain trauma services for Americans in the United 
States. And if there are any questions, please feel free to contact 
the Trauma Center Association of America. Thank you. 

Mr. Pitts. The Chair thanks the gentlemen. 

[The prepared statement of Dr. Enderson follows:] 
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statement 

Chairman Upton, Ranking Member Pallone, Chairman Pitts, Ranking Member Green, and 
members of the Committee, thank you for holding this hearing on examining public health 
legislation to help patients and local communities, and for inviting the Trauma Center 
Association of America (TCAA) to speak. TCAA is a non-profit, 501(c)(6) association representing 
trauma centers and systems across the country and is committed to ensuring access to life- 
saving trauma services. 

TCAA, along with our advocacy partners, the American Trauma Society (ATS); the America 
Association for the Surgery of Trauma (AAST); the American College of Surgeons (ACS); the 
American College of Emergency Physicians (ACEP); American Burn Association (ABA); the 
American Association of Neurological Surgeons (AANS); College of Neurological Surgeons (CNS); 
Emergency Nurses Association (ENA); Society of Trauma Nurses (STN); American Academy of 
Orthopaedic Surgeons (AAOS) and the Eastern Association for the Surgery of Trauma (EAST) are 
on the forefront of providing trauma and emergency care to millions of Americans, and it is out 
of that commitment that we submit these comments for your consideration. 

As organizations that care deeply about access to trauma and emergency care, we would like to thank 
you for passing the Trauma Systems and Regionalization of Emergency Care Reauthorization Act (H.R. 
4080) last session and express our strong support for the passage of this vital legislation again this 
session. We would also like to thank Dr. Burgess and Representative Green for their continued 
leadership in recognizing the importance of these systems of care in saving lives. 

Trauma Care Saves Lives 

Trauma is a major public health issue. In the United States, approximately 35 million people are 
treated every year for traumatic injuries' - constituting one hospitalization every 15 minutes. 
Traumatic injury is the leading cause of death under age 44". At an annual cost of $67.3 billion, 
trauma is the third most expensive medical condition (behind only heart disease ($90.9billion) 
and cancer ($71.4billion)."‘ 
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The "value" proposition for trauma care is well documented. The care provided by trauma 
centers, including specialist physicians, nurses and their entire trauma teams, has a dramatic 
and cost-effective impact on patients' subsequent quality of life. In fact, trauma care is more 
cost effective than many other interventions, including dialysis for kidney failure." Victims of 
traumatic injury treated at a Level I trauma center are 25% more likely to survive than those 
treated at a general hospital. Unfortunately, 45 million Americans lack access to major trauma 
centers within the "golden hour" post injury when chances of survival are greatest. For those 
severely injured in motor vehicle crashes", initial triage to a non-trauma center increases the 
risk of death within the first 48 hours by at least 30%.'" Compared against the two higher cost 
medical conditions, significantly more adult patients are treated for trauma (26,4 million) than 
are treated for heart disease (22.5 million) or cancer (15.3 million) at a substantially lower cost 
per patient"". 

The Trauma Systems and Regionalization of Emergency Care Reauthorization Act 

The Trauma Systems and Regionalization of Emergency Care Reauthorization Act would 
reauthorize two important grant mechanisms, the Trauma Care Systems Planning Grants 
Program and the Regionalization of Emergency Care Pilots Program, each authorized at $12 
million per year. The Trauma Care Systems Planning Grants support state and rural 
development of trauma systems. The Regionalization of Emergency Care Pilots Program funds 
pilot projects to design, implement, and evaluate innovative models of regionalized emergency 
care. The Trauma Systems and Regionalization of Emergency Care Reauthorization Act would 
also direct states to update their model trauma care plan with the input of updated 
stakeholders one year after enactment. 

Unfortunately, in 2015, we still lack effective regionalized care systems for infectious disease 
like Ebola or even for cardiac or stroke patients. The vast majority of hospitals addressing 
patients with these significant events also serve as our nation's regional trauma centers. These 
hospitals must have the tools and capabilities to care for all their patients with emergent, time 
sensitive and life-threatening conditions - whether Ebola, trauma or stroke. The funding to 
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support these hospitals must follow and support their willingness to provide care to the sickest 
Americans in their greatest hour of need. 

On June 25, 2014, the House passed The Trauma Systems Regionalization of Emergency Care 
Reauthorization Act (H.R. 4080). However, the Senate was not able to pass H.R. 4080 before the 
end of the llS'*' Congress. Thus, it is up to the 114"' Congress to take up these important 
programs. On behalf of the trauma and emergency care community, thank you again for your 
leadership and we urge your continued efforts to reauthorize these vital programs. 

The Access to Life-Saving Trauma Care for All Americans Act 

In addition to the Trauma Care Systems Planning Grants and Regionalization of Emergency Care 
Pilots there are two other programs contained in the Public Health Service Act (PHSA) set to 
expire this year and need to be addressed by Congress. The Access to Life-Saving Trauma Care 
for All Americans Act would reauthorize these vital programs to prevent more closures and 
improve access to trauma care. The Trauma Care Center Grants are authorized at $100 million 
per year in an effort to prevent more trauma center closures by supporting their core missions, 
curtailing losses from uncompensated care and providing emergency awards to centers at risk 
of closing. Also, the Trauma Service Availability Grants authorized at $100 million per year are 
channeled through the States to address shortfalls in trauma services and improve access to 
and the availability of trauma care in underserved areas. 

In addition, the Interagency Program for Trauma Research is in need of reauthorization. This 
program is designed to facilitate collaboration across the National Institutes of Health on 
trauma research. Of course there is no specific Institute that encompasses trauma and the very 
nature of trauma care crosses several of the Institutes. In 2010, NIH convened a Roundtable on 
Emergency Trauma Research which identified key research priorities and barriers. Priorities 
include focusing on the timing, sequence, and the time sensitivity of traumatic injury and 
treatment effects, assessing the effect of development and aging on postinjury response, and 
the need to understand why there are regional differences in outcomes after injury. Barriers to 
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research include a limited number of trained investigators and experienced mentors, limited 
research infrastructure and support and regulatory hurdles. The Roundtable concluded that 
the science of emergency trauma care would be advanced by facilitating the following: 

” (1) development of an acute injury template for clinical research; (2) developing emergency 
trauma clinical research networks; (3) integrating emergency trauma research into Clinical and 
Translational Science Awards; (4) developing emergency care-specific initiatives within the existing 
structure of NIH institutes and centers; (5) involving acute trauma and emergency specialists in 
grant review and research advisory processes; (6) supporting learn-phase or small, clinical trials; (7) 
performing research to address ethical and regulatory issues; and (8) training emergency care 
investigators with research training programs." 

Reauthorization of the Interagency Program for Trauma Research is imperative to achieve these 
goals. 

PHSA Trauma Programs Designed to Improve Patient Outcomes, and Save Lives and Costs: 

All of the PHSA Trauma and Emergency Programs are designed to ensure the availability and 
effective use of trauma care to save lives, costs and improve patient outcomes. Trauma can 
happen to anyone, any time and anywhere. As demonstrated by the numerous lives saved 
during the Boston Marathon bombing and other recent mass casualty events by getting the 
severely injured to a Level I or II trauma center during the "golden hour," From 1990-2005, 30% 
of trauma centers closed in large part due to the high level of uncompensated care they 
provide. Access to timely trauma care has improved in some parts of the nation, but remains 
unavailable to millions of Americans. 

Trauma will continue to occur, despite our best prevention efforts. Unfortunately, access to 
trauma care is threatened by losses associated with the high cost of treating severely injured 
patients, including those unable to pay for their care, as welt as a growing shortage of trauma 
related physicians (e.g. trauma, neurological and orthopaedic surgeons) who rely upon trauma 
centers for the costs of trauma call coverage. 
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The PHSA trauma programs must be reauthorized because federal investments in trauma 
systems and centers are essential to improve patient outcomes and provide downstream cost 
savings. The availability of specialized trauma centers and their effective use through 
coordinated trauma systems has a close correlation with improvements in mortality and other 
quality measures. As noted earlier, seriously injured victims treated in Level I trauma centers 
have a 25% lower risk of death. 

The immediate availability of emergency medical personnel and timely access to major trauma 
and burn centers is essential to saving lives. But lack of trauma care access - especially in rural 
areas - is more often the reality in the United States. Physical distance can be a significant 
barrier to transporting emergent patients quickly and effectively after first responders have 
arrived. For example, an accident scene in Mexican Hat, the closest medical facility with a 
trauma unit was 117 miles away. Five of the victims were treated at this level IV trauma center. 
The closest level I trauma unit was 190 miles away in Flagstaff, Arizona, and two individuals 
were treated there and 10 individuals were treated as far as 230 miles away at a level II trauma 
unit in Grand Junction, Colorado, and three were treated 360 miles away in Salt Lake City, Utah, 
at a level I trauma unit. Not all of the patients survived. The outcome from a survivable injury 
should not be a matter of chance. 

The public's expectation that trauma care will always be available to them wherever they reside 
or travel, just as it was on that tragic day in Mexican Hat, has yet to be met. The challenges 
facing trauma centers, trauma systems and physicians who treat our must vulnerable patients 
are profound. 

Access to Trauma Care is Essential for AH Americans 

These programs are critical to the efficient delivery of services through trauma centers and the 
highly specialized trauma teams that staff them, as well as to the development of regionalized 
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systems of trauma and emergency care that ensure timely access for injured patients to 
appropriate facilities. A modest investment can yield substantial returns in terms of cost 
efficiencies and saved lives. 

The combination of market pressures and reduced reimbursement, as well as a growing 
shortage of on-call specialists, could result in additional closures, particularly in rural areas 
where they are needed the most. Trauma centers typically do not reconstitute once closed, 
and it takes years to re-establish or develop a new one. It is imperative that federal policy 
makers address this looming crisis before it deteriorates further. 

The PHSA trauma and emergency care programs address the need to improve trauma care by 
providing seed money to the States to develop and enhance their trauma systems, enhance the 
availability of services in all geographic locations and to provide support for the existing trauma 
center infrastructure. Reauthorization of these programs will help to prevent trauma center 
closures and will drive the development of more efficient regionalized systems of emergency 
care and transport and enhance trauma research and our ability to most effectively save 
lives. A modest investment by Congress can yield immense returns in efficiencies, economies 
of scale and improvement in public health and safety. 

Conclusion 

On behalf of our trauma and emergency care community, we call upon the Congress to 
reauthorize these vital programs. Specifically, we urge Congress to reauthorize the Trauma Care 
Systems Planning Grants; Regionalization of Emergency Care Pilots; Trauma Care Center; 

Trauma Research and Trauma Service Availability Grants this year. Reauthorization will ensure 
that support for these vital programs will be able to continue. 

Again, thank you for holding this hearing and prioritizing trauma and emergency care as a 
priority at the beginning of the 114"’ Congress. Your acknowledgement of the need to ensure 
that these systems are available to all Americans is greatly appreciated, and we thank you again 
for your leadership and commitment to these crucial programs. TCAA and our advocacy 
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partners welcome the progress that has already been made and look forward to working with 
you. Please contact, Jennifer Ward, RN, BSN, MBA President of the Trauma Center Association 
of America at (575) 525-9511, if you have any questions or need further information. 


' National Trauma Institute, www.nati 0 naltr 3 umainstitute.com. San Antonio, TX. 

" Injury Prevention & Control: Trauma Care, www.cdc.g 0 v/traumac 3 re. Centers for Disease Control and Prevention, Atlanta, GA. 

Soni, A, Top 10 Most Costly Conditions among Men and Women^ 2(X)8: Estimates for the U.S. Civilian Noninstitutionalized Adult Population, 
Age 18 and Older. Statistical Brief »331. July 2011. Agency for Healthcare Research and Quality, Rockville, MD. 
http://meps.3hrq, gov/mepsw8b/data_fj!es/pub!ications/st331stat331.shtmi. 

Mackenzie fj, et al. the Value of Trauma Center Care. J Trauma 2010,69: 1-10. 

'* Haas 6, Stukei T, Gomez D, et al. The mortality benefit of direct trauma transport in a regional trauma system: A population based analysis. 
Trauma Acute Care Surg Volume 71, Number 6, 2011; Mackenzie EJ, Rivara FP, lurkovich GJ, et al. A national evaluation of the effect of trauma 
center care on mortality. N Engl J Med. 2006; 3S4; 366-378 

Haas B, Stukef T, Gomez D, et at. The mortality benefit of direct trauma transport in a regional trauma system; A population based analysis. 
Trauma Acute Care Surg Volume 72, Number 6, 2011. 

Ibid. Mean expenditures per person on most costly conditions among men and women, adults age 18 and older, 2008. For trauma related 
disorders: $2,475 for women and $2635 for men; for heart disease $3,723 for women and $4,363 for men; and for cancer $4,484 for women 
and $4,873 for men. 
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Mr. Pitts. Dr. Fountain, you are recognized for 5 minutes for 
your summary. 

STATEMENT OF NATHAN B. FOUNTAIN 

Dr. Fountain. Thank you, Chairman Pitts and Ranking Member 
Green, for allowing me to testify on behalf of the more than 2.8 
millions Americans living with epilepsy and, of course, their fami- 
lies. 

As chair of the Epilepsy Foundation’s Professional Advisory 
Board, I am here to support a legislative initiative that I know is 
important to the committee. The reintroduction of and passage of 
last year’s Improving Regulatory Transparency for New Medical 
Therapies Act. The Epilepsy Foundation is extremely grateful for 
the committee’s leadership for what we believe is an important 
problem that has a reasonable and workable legislative solution. 

The most important thing I can tell you today is that the delay 
caused by the lack of a timeline for the Drug Enforcement Agency 
in making FDA-approved drugs available to patients threatens the 
lives and health of Americans. The magnitude of the problem is as- 
tounding by every reasonable measure. 

The timeline for DEA approval has increased significantly, when 
comparing the era of the late 1990s. So if you look at the period 
from 1997 to 1999, compared to late 2000 — so 2009 through 2013 — 
the average time between FDA approval and then DEA final sched- 
uling of a controlled substance has increased substantially. If we 
look at the late 1990s, it was 49.3 days. And it increased, then, in 
the most recent era, to 237 days. So many days — it is probably 
more appropriate to look at it in months. So from 49 days to almost 
8 months. 

There is a particular anti-epileptic drug called Fycompa that was 
approved by the FDA in 2012, but the final scheduling by the DEA 
occurred almost 400 days later. Now, we have to talk in terms of 
years instead of months or days. 

The delay in drug approval by the DEA, as addressed by this leg- 
islation, is particularly important to people with epilepsy because 
epilepsy is common; it causes serious problems, including death; 
and previously approved epilepsy drugs that are scheduled by the 
DEA are not subject to abuse by any major we can identify. So it 
appears that there is a delay of potentially lifesaving treatments 
without a compelling reason. 

And, of course, this applies equally to people with other condi- 
tions that might very well die while waiting for new drugs to be 
approved. So you can imagine how this would apply to someone 
with cancer or heart disease that is advancing while waiting for a 
drug to be approved. 

But, today, I will specifically address this issue as a representa- 
tive of the Epilepsy Foundation, which is the leading national vol- 
untary health organization that speaks on behalf of the 2.8 million 
Americans with epilepsy. I serve as chair of our medical advisors, 
but I am also a practicing neurologist at the University of Virginia 
and director of a large epilepsy program, where I have firsthand 
experience with the problems caused by the delays in drug ap- 
proval. I would like to share information about epilepsy so that you 
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can better understand why our organization is steadfast in support 
of this bill. 

Epilepsy is any condition of the brain that causes seizures. So 
you can imagine it has diverse causes; acquired things like head 
trauma or stroke, or you can be born with a genetic predisposition 
and otherwise be perfectly normal. Approximately 1 in 26 people 
will develop epilepsy. That is a lot of people; 1 in 26 people develop 
epilepsy at some point in their lives. The onset is greatest in child- 
hood and in older adults. That is why epilepsy is the fourth most 
common neurological condition — after migraine, stroke and Alz- 
heimer’s disease, then comes epilepsy. So that might beg the ques- 
tion, “What is a seizure,” for your own curiosity. 

A seizure is an electrical storm of the brain. The storm can be 
confined to just one small area of the brain and cause something 
as isolated as just staring and responsiveness or jerking of one 
arm, or it can involve the whole brain. 

The type of seizure most people are familiar with is a generalized 
tonic-clonic or grand mal seizure, during which the whole brain is 
involved. The person becomes stiff, straightens out, falls to the 
ground, is unconscious and jerks all over for a few minutes. After- 
wards, their brain is entirely exhausted and so is the person. They 
are unresponsive, but then they recover to normal over the course 
of typically about an hour. 

You can understand that this can cause injury from falling, chok- 
ing, crashing a car, drowning. Even milder seizures that consist 
only of staring and confusion can cause serious problems. During 
confusion, people may put their hand into boiling water, thinking 
they are stirring it with their arm, for instance; pick up an iron by 
the hot face and not realize it; or be chopping vegetables and not 
realize it becomes part of them that they are cutting. 

In addition to the direct injury that seizures can cause, it can 
also result in the tragic circumstance of sudden, unexpected death 
in epilepsy or SUDEP, S-U-D-E-P, sudden unexpected death in 
epilepsy, which is the most common cause of epilepsy-related 
death. 

SUDEP occurs when someone with epilepsy dies for no obvious 
reason. That is, there may be evidence of a typical seizure, a sei- 
zure like they have had a hundred or a thousand times before, for 
instance, but there is no evidence of choking; there is no evidence 
of trauma or prolonged seizure. 

In my last testimony to this committee, I related a story of Mat- 
thew, a delightful, young engineering college student, who was very 
much like my own son, who is a college student. Matthew died 
from SUDEP during the time that Fycompa was waiting to be 
scheduled by the DEA. It had been approved by the FDA, had al- 
ready been suggested, had been scheduled, and DEA was waiting 
its approval. 2,800 Americans die from SUDEP each year. For peo- 
ple like Matthew, waiting a year to get an effective drug to treat 
their seizures, is not acceptable since the drug could be lifesaving. 

It is troubling, as a patient advocacy organization as well, that 
we can’t offer a clear explanation of why the delay occurs at the 
DEA, since the DEA review has never made a change to the drug 
schedule recommended by the FDA. They have always followed 
FDA recommendations. Nor can we offer an explanation of why 
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there is no timeline for DEA approval. After all, the FDA drug re- 
view process is largely transparent with predictable timelines. And 
our committee wonders why the DEA approval process doesn’t have 
a similar timeline or transparency requirement. 

The current delays discouraging innovation in epilepsy therapy 
development, the unpredictable delay at the DEA means companies 
cannot accurately predict the amount of time they will have left on 
their drug patent or exclusivity. This bill proposes a simple solu- 
tion to the problem and will ensure that drugs will not sit idly 
waiting to be scheduled while patients wait for potentially life- 
saving drugs. 

We urge all members to consider full support of this legislation. 
Predictable and timely access to new therapies would be a phe- 
nomenal accomplishment for epilepsy patients and all Americans 
suffering from conditions like epilepsy. I thank the committee for 
its time and attention today. 

Mr. Pitts. The Chair thanks the gentleman. 

[The prepared statement of Dr. Fountain follows:] 
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Tuesday, January 27, 2015 

Thank you. Chairman Pitts and Ranking Member Green for allowing me to testify on behalf of 
the more than 2.8 million Americans living with epilepsy and their families. Specifically, as 
Chair of the Epilepsy Foundation's Professional Advisory Board. I am here to support a 
legislative initiative that I know is important to this committee and many living with chronic 
conditions - the reintrodiiction of last year's Improving Regulatory Transparency for New 
Medical Therapies Act. I have previously spoken to this committee on the importance of this 
legislation. I was pleased to see that this committee appreciated how' vital these changes are to 
those who need new therapies and look forward to that same support again. The Epilepsy 
Foundation is extremely grateful for the Committee’s leadership for w'hat we believe is not only 
important, but a rea.sonable legislative solution that we hope wall garner many supporters as it 
moves towards passage. 

The Epilepsy Foundation is the leading national voluntary health organization that speaks on 


behalf of more than 2.8 million Americans with epilepsy. The Foundation fosters the well-being 
of children and adults affected by seizures through research programs, educational activities, 
advocacy, and direct services. 1 am pleased to serve as chair of our medical advisors and as a 
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practicing epileptologist. I would like to share information about epilepsy with this committee, 
so that you might better understand why our organization is steadfast in our support of this 
initiative and why we think this is a reasonable and workable solution to current delays for our 
patients. 


Epilepsy is a medical condition that produces seizures affecting a variety of mental and physical 
functions; it is also called a seizure disorder. A person is considered to have epilepsy if they 
have two or more seizures,' Epilepsy is a family of more than 40 syndromes" including Dravet 
syndrome, hypotlialmamic hamartomas (HH), and Lenno,x-Ga.staut syndrome (LGS). Dravet 
syndrome, also known as Severe Myoclonic Epilep.sy of Infancy, is a rare and catastrophic form 
of intractable epilepsy that begins in infancy and includes developmental declines and a higher 
incidence of sudden une.xplained death in epilepsy (SUDEP).'* HH are benign tumors or lesions 
in or around the hypothalamus. They can be difficult to diagnose and treat and can lead to daily 
seizures, developmental delays, and/or precocious puberty.'' LGS is a debilitating form of 
childhood-onset epilepsy that is characterized by multiple seizure types, cognitive impairment, 
and an abnormal EEG.'’ 


Epilepsy affects more than 2,8 million Americans*' and 65 million people worldwide.’ This 
condition will develop in approximately one out or26 people at some point in their lives * 


^ Kobau R, Price P. Knowledge of epilepsy and familiarity with this disorder in the U.S- population: Results from the 2002 HealthStyies survey. 
Epilepsia. 2003;44fll):1449-1454. 

^ National institute of Neurological Di.5orders and Stroke. Web site, http://www.ninds.nih.gow/ 

^ Dravet Syndrome Foundation. Web site, www.dravetfoudnation.org 
^ Hope for Hypothalamic Hamartomas. Web site, www.hopeforhh.org 
^ LGS Foundation. Web sitewww.lgsfoundation.org 

* Kobau, R., Yuo, Y., Zack, M., Helmers, S,, & Thurman, D. Centers for Disease Control and Prevention. MMWR. (2012). Morbidity and tDortoliCy 
weekly report (61). Retrieved from U.S. Government Printing Office website: 
http://www. cdc.gov .''mmwr/pfeview/mmwihtm!/nnriG345a2-htm?s cid=mm61.45a2 e 
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making it the fourth most common neurological disorder in the United States after Alzheimer’s 
disease, stroke, and migraines.'’ This year 150,000 people in the U.S. will be diagnosed with 
epilepsy"’, with the very young and the very old being the most affected. Currently, 460,000 
children under the age of eighteen have epilepsy, and more than 90,000 of them have severe 
seizures that cannot be adequately treated." Meanwhile, as the baby boomer generation 
approaches retirement age the number of cases in the elderly population is beginning to soar, 
with more than 570,000 adults age 65 and above living with epilepsy in the United States,'" 
Epilepsy imposes an annual economic burden of $19.2 billion'^ on this nation in associated 
health care costs and losses in employment, wages, and productivity. Along with the financial 
costs, epilepsy and it.s treatment may impact someone's quality of life with side effects such as 
pain, depression, anxiety, reduced vitality, and insufficient sleep or rest." Depression is 
significantly linked to epilepsy with more than a third of all people with epilepsy affected by a 
mood disorder, and people with a history of dcpre.ssion are 3 to 7 times more likely to develop 
epilepsy than the average person. These side effects arc compounded when it is considered that 
many people with epilepsy live with significant co-morbidities. Research has shown that 25.4 
percent of people with autism have epilep.sy, as well as 13 percent ofthose with cerebral palsy, 
13,6 percent ofthose with Down syndrome, and 25.5 percent ofthose with intellectual 


’ Ngugi, A,, Bottomley, C., Kiein-schmidt, i., Sander. & Newtof^, C. {2010). Estimation of the burden of active and iife-time epilepsy: A meta- 
analytic approach, Itpilepsio, 51(5), 883-890, doi: 10,ini/j.l528-1167.2009.02481.x 
® M,j, England st al, / Epilepsy & Sehavioi 25 (2012) 266-276. Web site, 

http://iom.edU/~/media/Files/Report%20Files/2012/Epilepsy/epifepsyEBarticjeFinalpdf 
* Hauser A, Epidemiology of seizures and epilepsy in the elderly. In: Rowan A, Rarttsay R, eds. Seizures and epilepsy in the elderly. 
Boston;Butterworth-Heinemann, 1997:7-18, 

3 Epidemiology and Prevention ." h'piiepsy Across the Spectrum: Promoting Health ond Understanding , Washington, DC: The National 
Academies Press, 2012 , Page 111, 

“ Centers for Disease Control and Prevention. Epilepsy Fast Facts. Last updated January 16, 2013, Website 
hnp://www.cdc.gov/epi!epsv/basics/f3St facts, htm 

Annua! Report 2003; Global Campaign Against Epilepsy, p. 2. Published by World Health Organization, International Bureau for Epilepsy and 
International League Against Epilepsy, 

Begley, op.cit. Reported cost of $12.5 billion for prevalent cases in 1995 is converted here to 2014 dollar value using Bureau of Labor 
Statistics automated online constant doilats conversion calculator. 

From Centers for Disease Control and Prevention. Health-related qualityof life among persons with epilepsy. JAMA, 200l;285(7):S78. 
Kanner AM, Depression and epilep-sy: A new perspective on two closely related disorders. Epilepsy Currents. 2006;6{5):l4l-46. 
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disabilities live with epilepsy. The percentage increases when you look at those who have both 
cerebral palsy and an intellectual disability, with 40 percent living with epilepsy."’ 

Those living with epilepsy also face serious barriers to proper care and first aid. A lack ol 
knowledge about proper seizure first aid e.xposes affected individuals to injury from unnecessary 
restraint and from objects needlessly forced into their mouths.'^ Besides poor first aid, those 
living w ith epilepsy are also forced to live with uncontrollable epilepsy for an exceptionally long 
period of time when an effective treatment may be available. On average, it is 14 years between 
the onset of epilepsy and surgical intervention for seizures that are uncontrollable through 
medication. American physicians may be unaware of the safety and efficacy of epilepsy surgery, 
making it among the most underused of proven, effective therapeutic interventions in the field of 
medicine.'* 


Access to new therapies is particularly important for the 20 to 30 percent of people living with 
epilepsy who experience intractable or uncontrolled seizures or have significant adverse effects 
to medication. Patients who have drug resistant epilepsy, defined as a failure to achieve seizure 
freedom after adequate trials of two tolerated, appropriately chosen and used anti-epilepsy drug 
schedules (whether as monotherapies or in combination), can develop brain damage or 
experience other life-threatening effects. As Director of the epilepsy program at the University 
of Virginia School of Medicine, I am very familiar with the impact of epilepsy for those who 


McDermott S, Moran R. Prevalence of epilepsy in adults with mental retardation and related disabilities in primary care. American Journal of 
Mental Retardation. 20O5il0(l):48-56 

’’ Repeated surveys by the Epilepsy foundation, the previously cited CDC report, and numerous other surveys have documented the low level 
of public knowledge about seizures and epilepsy, including persistent misconceptions about seizure first aid. 

Engel, JR Jr. A greater role for surgical treatment of epilepsy: Why and when? Epilepsy Currents. 2003;3(2):37-40. 
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have found seizure control, and those patients who are still searching for the hope that a new 
treatment may offer. 


Sudden unexpected death in epilepsy, known as SUDEP, encojiipasses non-traumatic, non- 
drowning related deaths in people with epilepsy that may or may not be associated with a recent 
seizure, but are not due to prolonged seizures.'’ In definite SUDEP, an autopsy reveals no 
evidence ofan anatomical or toxicological cause of death."® As noted in the 2012 Institute of 
Medicine report, Epilepsy Across the Spectrum'', not only do people with epilepsy succumb to 
sudden death at a rate over 20 times higher than the general population"", but SUDEP is also the 
leading cause of epilepsy-related death."^ It accounts for the deaths of 40% of people with severe 
epilepsy and 4% of those with all types of epilepsy."’ Among people w'ith both cognitive 
impairments and refractory epilepsy, the curmilative risk of SUDEP can exceed 10%."'' While 
much more research is needed into the causes and prevention of SUDEP, the strongest evidence 
suggests that the occurrence of seizures increases the risk."® 


The Epilepsy Foundation's SUDEP Institute was established to increase awareness, prevent 
SUDEP through research, and support people confronting the fear and loss of a loved one. The 


Nashef, L„ E. L So, P. Ryviln, and T. Tomson. 2012. Unifying the definitions of sudden unexpected death in epilepsy. Epilepsia S3(2);227-233, 
^°lbid. 

National Academie.s, institute of Medicine, Highlights from Epilepsy Across the Spectrum: Promoting Health and Understanding A Focus on 
Mortality and Sudden Unexpected Death in Epilepsy, 2012. Accessed at: 

htto://www.iom.edu/~/medio/Ftles/Reoort%20Files/2012/Epilepsv/IOM%20RcDort%20Hiahliahts%20for%20PAME%20Conference.adf 
Picker DE, So EL, Shen WK. et ai. "Population-based study of the incidence of sudden unexplained death in epilepsy." Neurology 
1998;51;1270-1274. 

^’Tomson, T., 1. Nashef, and P. Ryviin. 2008. Sudden unexpected death in epilepsy: Current knowledge and future directions. Lancet Neurology 
7(11}:102M031. 

” Teilet-Zenteno JE, Ronquitio LH, Weibe S, "Sudden unexpected death in epilepsy: Evidence-based analysis of incidence and risk factors." 
Epiieosv Research 200S:6S(1-2):1Q111S. 

‘ >ii!anp33, M., and S. Shinnar. 2010. long-term mortality in childhood’Onset epilepsy. New England Journal of 
Medicine 363i26):2522-2529. Siilanpaa, M., S. lastunen, H. Helenius, 

Hesdorffer, D. C., T. Tomson, E. Benn, 1. W. Sander, L Nilsson, Y. Langan, T. S. Walctak, E. Beghi, M. J. Brodie, and W. A. Hauser. 2012. Do 
antiepileptic drugs or generalized lontc-donic seizure frequency increase SUDEP risk? A combined analysis. Epilepsia 
53{2):249-252. 
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SUDEP Institute carries out SUDEP education and awareness programs for people touched by 
epilepsy and medical professionals, drives and supports research into the causes of and ways to 
prevent SUDBP, offers a support netw'ork providing counseling, community, and resources for 
individuals and families affected by SUDEP, and works together with many epilepsy 
organizations to find the answers to SUDEP and help families with epilepsy. The SUDEP 
Institute works to provide support to families who have lost a loved one due to epilepsy. They 
also provide information to medical professionals who work with individuals with epilepsy as 
well as coroners and medical examiners .so they can correctly identify cases of SUDEP. Since the 
risk for SUDEP is higher in people with recurring seizures, our mission includes improving 
pathways to new treatments that can bring seizure control to more patients. Delays in access to 
these potential therapies arc clearly against the patients' interest for those with treatment needs 
and ultimately result in loss of life. 

As you can see, a delay in treatment that may control an individual's seizures is not just a mere 
convenience or a better side effect profile. Seizures inflict potential damage to the brain and this 
can be especially concerning for children in developmental stages of life. Seizures can increa.se 
risk of injury, and ultimately, as shared, can lead to death for some individuals. As I hope you 
can understand, the concerns from our community about access to new or better treatments is 
meaningful and important. 

When a new treatment receives approval from the Pood and Drug Administration the epilepsy 
community is filled w ith hope. This hope can be short lived when consumers learn that the 
product will not reach them or their loved one immediately due to the scheduling process at the 
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Drug Enforcement Administration (DEA). It is further troubling as a patient advocacy 
organization that vve cannot offer a limeline or explanation of why there is no timeline; nor can 
we offer a clear explanation of why this delay occurs since DEA review has never changed the 
drug schedule recommendation. Patients, parents, and families wait and we have no answer 
other than a bureaucratic process. 

The process to schedule a new molecular entity lacks transparency and timelines, and involves 
many parties including the FDA, the National Institute on Drug Abuse (NIDA), the Assistant 
Secretary of Health (ASH) in the Department of Health and Human Services (HHS), as well as 
DEA. Without apparent cause or justification, the time period between initial drug approval by 
FD.A and final scheduling by DEA has been increasing over the years. Between 1997-1999 and 
2009-2013, the average time between FDA approval and DEA’s final scheduling increased 
from an average of 49.3 days to an average of 237.6 days, an almost five-fold increase. 

While the FDA human drug review process is largely transparent, with predictable timelines, the 
DEA has no set timeline or transparency requirements to make scheduling determinations. 
Unfortunately, as DEA’s unpredictable and often lengthy review occurs, patients are denied 
access to important medicines that can improve, and in some cases save, their lives. 

The Epilepsy Foundation drives education, awareness, support, and new therapies for people and 
families living with epilep.sy. Through the Epilepsy Therapy Project, one of the Foundation's 
initiatives, we identify and support important new science, translational research programs, and 
the most promising new lhcrapie.s. as well as the Epilepsy Pipeline Conference, a leading global 
forum organized in partnership with the Epilepsy Study Consortium that showcases the most 
exciting new drugs, devices, and therapies. The Epilepsy Foundation hosts www.epilepsv.com . 
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the leading portal for people, caregivers, and professionals dealing with epilepsy; and works 
closely with 48 Epilepsy Foundations affiliates around the country dedicated to providing free 
programs and services to people living with epilepsy and their loved ones. 

innovation is critical for the Epilep.sy Foundation both for patients continuing to live with 
uncontrolled seizures and those who have more seizure freedom but would like to have fewer 
side effects from medications. Our focus on innovation, research, and new treatments, devices, 
and technologies for people with epilepsy is another rea.son why the DEA delay concerns the 
Epilepsy Foundation. Due to the unpredictable delay caused by the lack of a timeline for the 
DEA, companies cannot accurately predict the amount of lime they will have left on their patent 
once the drug goes to market, or the amount of time for which they will have data e.xclusivity. 
They cannot accurately predict or plan for their product reaching consumers and physicians. 
This is a disincentive to innovation in an already challenging area of neurological development. 

This bill is a simple solution to the problem and would ensure that drugs w'ill not sit around 
waiting to be scheduled and patients wonT be forced to wait on potentially lifesaving drugs. The 
reintrodiiction of this bill would allow more innovative treatments to reach the market and give a 
clear timeline for drug availability from FDA through DHA. 

The Epilepsy Foundation .sees no public health reason for these delays; especially after full safety 
and efficacy reviews and thorough abuse potential analysis by the FDA. We urge all Members 
to consider full support of the reintroduction of this bill. New products that w'ould benefit from 
this change would continue to have DEA oversight. Wc would further argue that epilepsy 
treatments are not the cause for prevseription drug abuse programs, or the public health concern 
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overall. Predictable and timely access to new therapies would be a phenomenal accomplishment 
for epilepsy patients and all .Americans suffering from conditions like epilepsy. 1 thank the 
Committee for its time and attention today. 
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Mr. Pitts. Now recognizes Mr. Barber, 5 minutes for an opening 
statement. 


STATEMENT OF D. LINDEN BARBER 

Mr. Barber. Good morning, Mr. Chairman, Ranking Member 
Green, members of the subcommittee. 

For the last 3 and a half years as the director of the DEA compli- 
ance and litigation practice at Quarles & Brady, I have dealt with 
registrants on a daily basis. But, prior to that, I was the associate 
chief counsel at DEA. I worked at the agency for 12 years. And 
there I was the associate chief counsel in charge of the litigation 
section that took administrative actions against registrants. 

Over these last 15 years, we have seen a chain of well-inten- 
tioned actions and reactions by DEA and by the industry that have 
unintentional consequences, consequences that undermine the abil- 
ity of DEA and industry to address the issue of prescription drug 
abuse while ensuring that there is adequate supply of controlled 
substances to meet the legitimate medical needs of the United 
States. 

These unintended consequences are produced, in large part, by a 
lack of clarity in the law and the uncertainty produced in the regu- 
latory environment. Ensuring Patient Access and Effective Drug 
Enforcement Act of 2015 provides much needed clarity in the Con- 
trolled Substances Act. Consider the unintended consequences that 
have occurred as a result of the lack of clarity. Communication be- 
tween DEA and members of industry is thwarted. And communica- 
tion is the cornerstone of a regulatory environment that promotes 
compliance and collaboration, particularly in an area like prescrip- 
tion drug abuse, an area that changes frequently and is difficult for 
DEA and industry to detect those who are attempting to obtain 
controlled substances for an illicit purpose. 

This breakdown has led to a lack of access to controlled sub- 
stances for certain patients. It has altered the ordering patterns of 
pharmacies, making it more difficult for DEA and members of the 
supply chain to detect suspicious orders. And there is growing evi- 
dence to suggest that these actions and reactions are contributing 
to the rise in heroin use. 

When patients with chronic pain are forced to go from pharmacy 
to pharmacy in search of a pharmacist who will dispense a con- 
trolled substance that the patient has taken for years to control le- 
gitimate pain, we have a problem. When a pharmacist fears that 
filling such a prescription will result in being second-guessed by 
DEA and having their DEA registration suspended, we have a 
problem. When wholesale distributors decide to limit the supply of 
narcotics to pharmacies simply to avoid the risk of regulatory ac- 
tion, we have a problem. And certainly, if the lack of supply of con- 
trolled substances leads some people to use heroin, as some of the 
recent evidence suggests, we have a problem. That is why clarity 
in the law is so important. 

H.R. 471 provides clarity in a way that will allow DEA and in- 
dustry to address these unintended consequences. While addressing 
these unintended consequences is essential, it is also important to 
preserve DEA’s ability to issue immediate suspensions to address 
imminent danger to public health and safety. The lack of clarity 
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and an inconsistent approach to immediate suspensions over the 
last 40 years has led to judicial challenges of DEA’s authority. 

In 2006, when I was the associate chief counsel at DEA, the 
agency stopped issuing immediate suspensions because of a Federal 
court ruling that found that the DEA had — its process for imme- 
diate suspensions was unconstitutional. During an 8-month period 
while the Internet pharmacies were out of control, fueling prescrip- 
tion drug abuse, the agency issued no immediate suspensions. That 
is Exhibit A for why clarity in the law and protecting DEA’s au- 
thority is so important. 

Clarity also promotes access to controlled medications for pa- 
tients. Without clarity, registrants often act to reduce perceived 
regulatory risk. A pharmacist refuses to fill legitimate prescriptions 
for narcotics simply because dispensing a high volume of narcotics 
brings scrutiny from DEA and from the wholesale distributor. No 
one wants cancer patients, wounded veterans, those in chronic pain 
to go without medication, but restricting access is an unintended 
consequence of a regulatory environment that lacks clarity. 

The Ensuring Patient Access and Effective Drug Enforcement 
Act of 2015 holds the promise of fulfilling its name. By defining key 
terms in the CSA, the regulatory and enforcement environment 
will be clarified. Communication between DEA and registrants will 
be enhanced. Registrants will be less likely to restrict access to le- 
gitimate patients out of a fear that they may be second-guessed by 
DEA. Registrants will also be encouraged to assist DEA in detect- 
ing controlled substance diversion. And DEA’s authority to issue 
immediate suspensions will be protected from judicial curtailment 
because there will be a clear, legal standard. 

I thank the chairman and the committee. 

Mr. Pitts. The Chair thanks the gentleman. 

[The prepared statement of Mr. Barber follows:] 
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Good morning Chairman Pitts, Ranking Member Green, and 
Members of the Energy and Commerce Subcommittee on Health. My 
name is Linden Barber, Partner in the law firm of Quarles & Brady and the 
former Associate Chief Counsel for Diversion Litigation at the Drug 
Enforcement Administration. Thank you for the opportunity to appear 
before the Subcommittee to discuss the important issue of preventing the 
diversion of pharmaceutical controlled substances into illicit channels while 
ensuring access to these helpful medications for patients with legitimate 
medical needs. 

Little of consequence has changed since April of 2014 when this 
subcommittee considered The Ensuring Patient Access and Effective Drug 
Enforcement Act of 2014 introduced by Representatives Blackburn and 
Marino. The unanimous vote by House of Representatives in favor of the 
bill is an indicator of the common sense approach embodied in this bill. 

The proposed legislation will protect access of patients who have legitimate 
medical needs to pharmaceutical controlled substances which help patients 
who suffer from the pain of cancer, debilitating diseases and traumatic 
injuries, and those who suffer from a variety of physical and mental health 
diseases and disorders. But this bill does more than protect access to 
controlled substances for patients in need. It protects DEA's important 
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authority to suspend the registration of a DEA registrant whose conduct 
poses an imminent danger to public health or safety. Pharmaceutical drug 
abuse remains a serious national problem that must be addressed. 
Providing clarity on the legal standard for issuing an immediate suspension 
remains an important step in addressing this national problem. In the 
absence of legislation, the executive and judicial branches are likely to 
continue their decades-long, case-by-case determination on whether a 
suspension of a registration is appropriate. As the cases discussed in my 
previous testimony before this Committee, the executive and judicial 
branches do not always agree on this issue. 

While little has changed in the last 10 months, we know more today 
about the unintended consequences of certain enforcement actions than 
we did then. For example, we know that some patients with legitimate 
medical needs find it difficult to locate a pharmacy willing to fill their 
prescriptions. Although anecdotal at this point, the evidence is mounting 
that fear of enforcement activity is creating a lack of access to controlled 
substance medications. Dr. Steven Passik recounts the plight of a breast 
cancer survivor who suffered chronic pain from a problem with her hip and 
had an anxiety disorder. Although she used low doses of opiates and 
benzodiazepines responsibly, her physician refused to continue prescribing 
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these drugs for her out of fear that he would be violating the law.’ Dr. 
Passik noted that this patient suffered not only from the pain of her current 
malady, but from the fear that should her cancer return, she would have 
difficulty obtaining appropriate drug therapy to control her pain. Meanwhile, 
nearly three in four community pharmacists report disruption in their supply 
of controlled substances causing many of them to turn away patients. 

Some pharmacists suggested that the lack of supply was a result of 
"stepped-up DEA pressure [on wholesalers], [who] have set monthly limits 
on their orders and in some cases stopped shipments altogether."^ 

DEA officials have correctly asserted that the Agency does not set 
establish limits on the volume of controlled substances a distributor may 
supply to a pharmacy. However, DEA has required several distributors to 
establish monthly limits or thresholds on the controlled substances they will 
distribute. Since DEA does not provide guidance on how to establish those 
limits, it is reasonable for a distributor to take a conservative approach in 
establishing these limits since the consequence of distributing what DEA 
considers too high a volume of controlled substances can be an immediate 
suspension of the distributor's registration. Even those distributors who are 

' "Opioid Refugees: Paiienis Adrift in Search of Pain Relief." by .loc!\' A C'lnimow; Sep. 4, 2013 at 
hUir.'Vwvvw.enipr.cout \)pioK i-rc i u !ic es - putic ms-ad riit-in-se<trch-or-p ain-reli cl/a niclc/3 10244 /. 

■"P)iannaci.sl:> Turn Away j.cgilimatc Pain Patients as Wholesalers Limit Shipments of Controlled Substances.” by 
Brticc Buckley. March I. 2014 at ht lp : . ' ?wu\v,}>hamKicist-com/phamiacisis-tun>-a\vav -!c»i i ii iK i ie-paii'i-piUicnts-\vhoiesajcrs-jinu t- 
siiipincnLs-conlrolicd-siib.sUinces-<) . 
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not required by agreements with DEA to establish limits must do so as a 
practical matter. DEA's regulation requires distributors to detect and report 
suspicious orders, which include orders of unusual size. DEA has 
communicated to distributors in letters and conference presentations that 
they are prohibited from shipping an order that the distributor deems 
suspicious. Thus, while DEA correctly asserts that the Agency does not 
establish limits that distributors must impose on customers, DEA has 
imposed a de facto requirement that distributors establish volume limits. I 
do not advocate that distributors be relieved of their obligation to monitor 
the orders of their customers. Indeed, it is clear that a highly-regulated 
system of distribution is essential in decreasing the diversion and abuse of 
pharmaceutical controlled substances. However, when members of the 
supply chain limit supply out of fear of being second guessed by DEA or 
simply to limit the risk of regulatory action, patients suffer. When 
pharmacists refuse to fill a prescription for fear of being second-guessed by 
DEA or because they lack supply, patients suffer. In some cases, the 
legitimate businesses of pharmacists suffer because of the lack of supply. 
None of these are the intended consequences of the law or DEA's 
enforcement actions. However, these are the results of a lack of clarity in 
the law that informs both registrants and DEA on the standards that the 
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Agency will use when taking the severe step of issuing an immediate 
suspension. 

Perhaps the most significant of the unintended consequences related 
to the manner in which controlled substances laws are enforced is the rise 
in the use of and overdose deaths attributable to heroin. The National 
Institutes of Health reported that some individuals who previously used 
prescription opiates have turned to heroin because it is cheaper and easier 
to obtain.^ I do not advocate that prescribers and pharmacists 
knowingly permit the misuse of prescription opiates in order to reduce the 
likelihood that individuals addicted to these medications will turn to heroin. 
However, it is essential that legislators, policy makers, and the executive 
branch make informed decisions about how to best address the link 
between opiate use and heroin use. The lack of availability of prescription 
opiates causes a certain segment of the population that uses opiates to 
turn to heroin, which comes from drug dealers, not physicians and 
pharmacists who are well-positioned to intervene and assist a patient with 
issues of addiction to or the misuse of prescription opiates. This issue is 
not directly addressed by the bill. However, it is likely that among the 
millions of individuals who use opiates for legitimate medical purposes that 

^ '1!ow i.<i ilcroin Related to Prescription Drug Abuse?," Iasi update November 20! 4, 

http:.'7'w\v\v.drugahusc.nov/'piih!icaiions/rcsearch-rci'>oi1.s.dtcroin/hovv-hcroin-!itikcd-lo-prcscri[>tion-dniu-abu se- 
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some of them are left without access to medication because prescribers, 
pharmacists, wholesalers and manufacturers have made decisions to limit 
supply based on the very real risk that DEA will take the severe step of 
suspending their registrations. It is also a likely but unintended 
consequence that some individuals who cannot obtain controlled 
substances for legitimate medical needs will turn to non-pharmaceutical 
controlled substances like heroin."' 

The Ensuring Patient Access and Effective Drug Enforcement Act 
provides a important clarity that will encourage meaningful efforts by 
members of industry and DEA to take actions that will actually reduce 
prescription drug abuse and ensure an adequate and uninterrupted supply 
of medication for those patients with legitimate medial needs. For the 
convenience of the Committee, I include below portions of my testimony 
from the hearing on this bill held on April 7, 2014, with updated information 
where appropriate. 

***** 

it is vitally important that steps taken to ensure patient access to 
controlled medications do not undermine the ability of the DEA to protect 
the public health from the devastating ills caused by the abuse and misuse 

'* It is \vci!-documcnlcd that some individuals who use pharmaceutical opiates tor non-medical purposes turn to heroin 
when price or supply issues make phaniiaccutical opiates less accessible. 
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of controlled substances. The Ensuring Patient Access and Effective Drug 
Enforcement Act is an Act that addresses both issues by providing clarity in 
the law and by encouraging collaboration between regulators, law 
enforcement, health care providers, and the pharmaceutical supply chain. 

By providing definitions for two key terms in the Controlled 
Substances Act, Congress will bring clarity to the regulatory environment. I 
will focus my comments on defining the term "imminent danger." By 
defining "imminent danger," Congress can provide clarity that is beneficial 
to DEA and to the registrants the Agency regulates. How does defining 
"imminent danger" benefit DEA? The Controlled Substances Act permits 
DEA to immediately suspend the registration of a registrant whose conduct 
poses an imminent danger to public health or safety. Unlike other federal 
statutes, such as the Mine Safety Act, the Controlled Substances Act does 
not define imminent danger. In the absence of clarity from Congress, the 
Agency will determine what constitutes an imminent danger on a case-by- 
case basis. And when a registrant challenges DEA's use of its immediate 
suspension power, it is ultimately courts that will determine what constitutes 
an imminent danger. History is instructive, and there is a long history of 
judicial challenges to the Agency's use of immediate suspensions. Forty 
years ago, a registrant successfully challenged an immediate suspension 
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because the conduct that DEA alleged created the danger was not 
imminent, but was more than seven months old. 

More recently, a legal challenge to the Agency's immediate 
suspension power thwarted the Agency's ability to address illicit Internet 
pharmacy schemes. In 2005, three pharmacies in Colorado successfully 
challenged the immediate suspension orders issued by DEA. In early 2006, 
the U.S. District Court for the District of Columbia ruled that the manner in 
which DEA processed immediate suspensions deprived the registrants of 
Due Process. Although the ruling in that case was based on the 
extraordinary length of time that the registrants had to wait for a hearing, 
the pharmacy registrants also claimed that the conduct that DEA alleged 
created a danger had ceased more than a month before DEA issued the 
suspensions. Having dissolved the suspensions on Due Process grounds, 
the court did not need to address the troubling allegation that the conduct 
at issue ceased well before issuance of the immediate suspension orders. 

Because of the court's ruling, the DEA and the Department of Justice 
imposed a hiatus on issuing immediate suspension orders until the 
immediate suspension process could be restructured to address the Due 
Process issue that led to the adverse decision from the court. Several 
months after that decision, I became the Associate Chief Counsel for 
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Diversion Litigation at DEA and was charged with revamping the immediate 
suspension process. For more than six months, in the height of the illegal 
Internet pharmacy schemes that fueled prescription drug abuse, the 
Agency was effectively stripped of its power to issue immediate suspension 
orders. Although we fixed the immediate suspension process and, I am 
proud to say, issued a record number of immediate suspensions in 2007 
and 2008, the Agency did not issue immediate suspension orders for more 
than six months in 2006, during which time millions of dosage units of 
controlled substances were distributed through illicit Internet pharmacy 
schemes that could have been dismantled by immediate suspension orders. 
As a practitioner in this area of the law and an observer of the courts, I am 
very concerned that in the absence of legislative clarity about the meaning 
of "imminent danger," courts will intervene and curtail the Agency's powers 
in a way that will prevent the Agency from being able to effectively address 
true imminent dangers. Based on more recent challenges to DEA's 
suspension authority and some troubling and pointed questions about the 
imminent danger standard raised by the DC Circuit Court of Appeals in 
2012, it is, in my opinion, likely that courts will step in to ensure the fair 
application of the imminent danger requirement in the absence of a clear 
legal standard that is consistently applied by DEA. Indeed, many of my 


9 



61 


colleagues believe that the 2012 case would have resulted in a narrowing 
of DEA's authority if the Agency had not settled its dispute with the 
registrant. As a supporter of DEA's mission, I urge this Committee to take 
legislative action that clarifies the meaning of imminent danger. 

The definition of imminent danger in the Ensuring Patient Access and 
Effective Drug Enforcement Act is a common sense standard and is similar 
to the standard that that Agency used for issuing immediate suspensions 
employed in the immediate aftermath of the adverse court decision in 2006 
previously discussed. Using such a standard the DEA issued a record 
number of immediate suspensions in 2007 and 2008. Based on that 
history, I am confident that the definition of imminent danger in the 
Ensuring Patient Access and Effective Drug Enforcement Act will not inhibit 
DEA's ability to take swift action to address conduct that poses an 
imminent danger to the public. 

However, the Agency appears to have moved away from using a 
consistent standard when making a finding that a registrant's conduct 
poses an imminent danger. In doing so, the Agency invites judicial 
intervention which could severely limit its powers. The definition of 
imminent danger in the bill is consistent the plain and ordinary meaning of 
the term, the definition of that term in other federal statutes, and the case 
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law that has developed around that term. The clarity of this bill, and the 
Agency's consistent application of the standard articulated in this bill, will 
substantially strengthen the Agency's position in the face of legal 
challenges to its suspension powers. 

It is worth noting that in fiscal year 2014 DEA initiated few, if any, 
immediate suspensions. In the past, DEA has publicized many of its 
suspensions actions, but a search of public records reveals no indication 
that DEA has issued immediate suspensions in the last 15 months. The 
cause of this is unclear. One cause may be the lack of a clear legal 
standard for the issuance of a suspension. Thus, clarifying the definition of 
"imminent danger" could serve to empower DEA to issue suspensions that 
meet a clear legislative standard. 

Clarity in the law also benefits DEA registrants. Clarity fosters 
compliance and collaboration with DEA. Conversely, the current lack of 
clarity fosters confusion and fear. A pharmacist that decides he or she will 
no longer fill prescriptions issued by a physician because of concerns about 
their legitimacy is unlikely to communicate that decision to DEA if the 
pharmacist is concerned that the Agency will use that information to 
immediately suspend the pharmacy's DEA registration because the 
pharmacy previously filled prescriptions issued by the physician. The DEA 
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has issued immediate suspensions in such contexts. While the Agency 
surely has a right to address past conduct through normal administrative 
channels, issuing an immediate suspension for conduct that has stopped is 
not only contrary to the plain meaning of imminent, it is counter-productive 
and discourages communication with the Agency. 

Many times I have heard my former colleagues at DEA say that 
enforcement alone will not solve the problem of prescription drug abuse. 
That is why it so important to provide clarity about the meaning of 
"imminent danger." The definition found in the Ensuring Patient Access 
and Effective Drug Enforcement Act is precisely the clarity that will 
encourage registrants to communicate with DEA, turning registrants into a 
force multiplier that will help DEA identify those registrants who truly require 
the swift response of an immediate suspension. 

Fostering communication and collaboration between registrants and 
DEA would be further enhanced by the corrective action plan section of the 
Ensuring Patient Access and Effective Drug Enforcement Act. A registrant 
who knows that the Agency will consider corrective action before deciding 
to revoke or suspend the registrant's registration is more likely to 
communicate with DEA, Addressing the problem of prescription drug 
abuse requires registrants throughout the supply chain to bring concerns 
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about other registrants to DEA's attention. A distributor who grows 
concerned about a pharmacy's dispensing practices after several months 
of supplying the pharmacy needs the assurance that DEA will consider any 
corrective action taken by that distributor in order to encourage the 
distributor to communicate its concerns to DEA. 

As a supporter of DEA's power to issue immediate suspensions, it is 
important to note the interplay, or lack thereof, between the corrective 
action plan provision in the bill and the Agency's power to issue immediate 
suspensions. Foundational to this discussion is the identification of the two 
types of suspensions in Controlled Substances Act. There is a post- 
adjudication sanction that includes suspension or revocation, and there is 
the pre-adjudication suspension (i.e., an immediate suspension) based on 
a finding of imminent danger. The corrective action plan section of the 
Ensuring Patient Access and Effective Drug Enforcement Act is placed 
within a subsection of the statute that indicates its application is limited to 
the context of post-adjudication revocations or suspensions. In other words, 
DEA would not have to provide a registrant whose conduct poses an 
imminent danger to the public health an opportunity to submit a corrective 
plan prior to issuing an immediate suspension order. This is clear not only 
from the subsection in which the corrective action plan language is located. 
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but also from standard statutory interpretation. Requiring DEA to give a 
registrant who poses an imminent danger to public health an opportunity to 
submit a corrective action plan would eviscerate the clear intent of the 
statute that empowers DEA to issue immediate suspensions to abate an 
imminent danger. 

Finally, legislative clarity will foster a regulatory environment that will 
promote access to controlled medications for patients in need. When 
registrants are uncertain about the regulatory environment, many will take 
actions to reduce the perceived risk of regulatory action. A pharmacist may 
refuse to fill prescriptions for narcotics intended to treat chronic pain, not 
because the pharmacist believes the prescriptions are illegitimate, but 
simply because dispensing a high volume of narcotics brings scrutiny from 
suppliers and from the DEA. Similarly, members of the supply chain may 
refuse to service a pharmacy that dispenses a large volume of narcotics. 

No one intends for cancer patients, wounded veterans, and those suffering 
with intractable pain from chronic conditions to have difficulty obtaining pain 
medication. But this has been an unintended consequence brought about 
by a chain of actions and reactions that are produced by a lack of clarity in 
the law. While some of accounts of the lack of access to drugs may be 
overstated, the mounting anecdotal evidence that individuals with legitimate 
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medical needs are being refused controlled medications is disturbing. In 
the absence of clarity in the law, this trend is likely to continue because 
registrants will continue to take action to limit supply to avoid the perceived 
threat of administrative action. 

It has been nearly a decade since the team of dedicated investigators 
and lawyers I worked with at DEA used the Agency's administrative power 
to cripple dozens of illicit Internet pharmacy schemes. Convinced that we 
would be more effective by expanding our actions to pursue the supply 
chain, I developed the legal framework to pursue actions against 
distributors that supplied those Internet pharmacies. We initiated a record 
number of administrative actions; the Government collected record-setting 
civil penalties in conjunction with those actions. But prescription drug 
abuse continued to rise. Action by DEA alone was not and is not enough to 
address the problem. Now, as then, DEA's actions are fueled by a desire 
to protect the public. Now, as then, the overwhelming majority of 
registrants are working diligently to prevent the diversion of controlled 
substances while ensuring that legitimate patients have access to needed 
medications. But how can we channel these efforts to achieve maximum 
effectiveness? 
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Prescription drug abuse is a complex problem that no single 
legislative or regulatory action will fix. Likewise, access to medications for 
legitimate patients will not be guaranteed by any single piece of legislation. 
But the clarity provided by the Ensuring Patient Access and Effective Drug 
Enforcement Act is consistent with the findings Congress made when it 
enacted the Controlled Substances Act - controlled substance are 
beneficial in meeting the medical needs of many Americans, but the abuse 
and misuse of those substances are detrimental to the public health. The 
clarity in this bill will create a regulatory environment in which DEA and 
those registrants who are committed to compliance can make meaningful 
strides to reduce prescription drug abuse while improving access to 
medication for patients in need. Clarity will foster compliance. Clarity will 
enhance communication. Clarity will create collaboration and collaboration 
will address root problems, not just symptoms. 

Thank you for inviting me to appear before you, I trust that these 
insights gleaned from more than a decade of zealously representing DEA 
and more than three years of assisting registrants with DEA compliance will 
be of help to you. 
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Mr. Pitts. I will begin questioning and recognize myself 5 min- 
utes for that purpose. 

Dr. Fountain, in your testimony, you mention that the DEA has 
no set timeline or transparency requirements when making sched- 
uling determinations. How does this impact patients, particularly 
those who have not benefited from currently available therapies? 

Dr. Fountain. About one-third of people with epilepsy will con- 
tinue to have seizures, despite available treatments. For those 
third of patients, every new therapy is vitally important. Because 
the incidence of SUDEP, sudden unexplained death in epilepsy, 
seems to be related to the number of seizures, logically. So for 
those patients who are most severely affected, they are in most 
need of new therapies. And those new — the sooner those new thera- 
pies are available, the sooner that their seizures can be reduced in 
frequency; the less likely they are going to die as well as suffer 
those other consequences. 

So, of course, the epilepsy community, the Epilepsy Foundation 
wants to have safe and effective drugs. That is paramount. But if 
the FDA has already determined them to be safe and effective, 
then, for our community, it is difficult to understand why it would 
be delayed at the FDA — I mean, at the DEA while waiting to be 
scheduled. So it can impact patients very directly. 

Mr. Pitts. Now, give me the length of time, the longest time pa- 
tients have had to wait on DEA after FDA has conducted its own 
detailed abuse liability analysis and approved a new therapy. 

Dr. Fountain. I think, based on the analysis that has been done 
in the published literature, the drug I mentioned before, Fycompa, 
I think, is the longest time. And it was 400 days. So 400 days after 
FDA approval was when the drug was finally made available, 
scheduled, and finally scheduled by the DEA. So approximately 400 
days, more than a year. 

Mr. Pitts. Do you know of any widespread abuse or criminal di- 
version of epilepsy treatments? 

Dr. Fountain. I am not aware of a single case report. So I have 
done my own literature search of the medical literature. And I am 
not aware of even a single case report of abuse of what we would 
consider standard epilepsy drugs. It is true in epilepsy, we some- 
times, in special circumstances, use other drugs that might be sub- 
ject to control, the so-called benzodiazepines, that have a different 
role. But for normal epilepsy drugs, the ones that have been ap- 
proved in the recent many decades, I am not aware of any actual 
abuse. 

Mr. Pitts. Mr. Chlapek, both the GAO and the lOM have ad- 
dressed the need of the EMS system in the U.S. Two of the areas 
of need, personnel and training, were highlighted. Since those re- 
ports were issued, there have been several events that have rein- 
forced the need for a highly trained effective responsive EMS sys- 
tem — terrorist attacks, natural disasters, pandemics. Do you see 
this bill as another way of improving preparedness? 

Mr. Chlapek. Chairman Pitts, absolutely. 

This bill will help take a trained and — a trained group of medics 
and transition them so they take care of the shortfall. They are 
more able to help in disasters. They are more able to help with pro- 
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tection of a license or certification in incidents like Boston or 
Katrina and can go from State to State. 

Mr. Pitts. Now, if you were making recommendations to the 
States to streamline the process for veterans to become EMTs, 
what would you focus on? 

Mr. Chlapek. Approving education programs, the training cen- 
ters and education facilities to offer something similar to Lansing 
Community College in Michigan, that sits down with the veteran 
and looks at their electronic military training record and gives 
them credit — transcripts credit — for that at no cost and then fills 
the gap and gets them out within a few weeks or a weekend. 

Mr. Pitts. OK. 

Mr. Eadie, you have mentioned that there is a white paper that 
describes best practices PDMPs need to adopt. 

Mr. Eadie. Yes, sir. It is available on our — the Web site of the — 
at PDMPexcellence.org. And it is the — that is the Web site for the 
PDMP Center of Excellence at Brandeis University. Yes. 

Mr. Pitts. Could you highlight a few of the practices you think 
are important to improve PDMPs. 

Mr. Eadie. Absolutely. I would first comment that there are 35 
best practices listed, so it comes — deals with everything from the 
way data is collected from pharmacies right through how the data 
is used. 

In terms of the data use, the recent advent of the mandated use 
of the systems by prescribers has certainly proven to be very effec- 
tive in the States that have already initiated that, and I mentioned 
the examples of that in my earlier comments. 

The major one that has yet to be fully implemented is the use 
of unsolicited reporting or proactive reporting called both — 
proactively States analyze the data that is in their system and then 
share it with those people who need to see it based upon what the 
analysis shows. To date, only about a third of States are covering 
that — doing that adequately. And so there is a great deal of room 
there. 

There are other things, like, the — the excellent effort that is un- 
derway to allow data to be shared through electronic health records 
and health information exchanges that is a technological fix, so to 
speak, that will allow the prescribers and pharmacists to get data 
faster and right within their normal workflow so they can review 
it more readily. 

Mr. Pitts. Thank you. My time has expired. 

The Chair recognizes the ranking member, Mr. Green, 5 minutes 
for questions. 

Mr. Green. Thank you, Mr. Chairman. 

And I am going to focus my questions on the two trauma-related 
bills that Dr. Burgess and I have introduced. And Dr. Burgess is 
actually chairing another subcommittee of our full Energy and 
Commerce Committee downstairs. 

Both bills will reauthorize a number of important programs 
aimed at strengthening trauma systems, developing regionalized 
systems of care, and improving availability of high-level trauma 
services. 

Dr. Enderson, it is a disappointing fact that 44 million Ameri- 
cans currently lack access to the major trauma centers within the 
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golden hour of the injury, the time period when the chances of sur- 
vival are greatest. Can you elaborate on the issue of access and 
why timely and appropriate care within the first hour of injury is 
so critical? 

Dr. Enderson. Traumatic injury is a surgical disease. Basically 
the injuries that kill patients when they are injured are — fre- 
quently, they are bleeding to death and they need access to surgical 
care within that time to stop the dying process while they are 
bleeding. 

The access problems occur commonly in the United States in 
rural areas, but we also have access problems in some of our major 
cities where there is a maldistribution of level 1 trauma centers. 
So someone who is injured on one side of the city has problems get- 
ting transported to that trauma center in the length of time before 
they bleed to death. And if they are taken to a hospital that is not 
part of the system, that delays the care until they reach that defin- 
itive surgical care. 

Mr. Green. Thank you. 

I represent Houston, Texas. And I first became involved in this 
issue when hurricane Allison — or Tropical Storm Allison flooded 
our two level 1 trauma centers in our Medical Center and the area 
was under water. While tropical storms and hurricanes are not 
typically the greatest threat to trauma centers’ operations, cost 
pressures, providers shortages have caused many trauma centers 
to close and many more are struggling to maintain operations. 

As you mentioned in your testimony, from 1990 to 2005, 30 per- 
cent of our trauma centers closed their doors. Can you discuss why 
access to trauma care is threatened by losses associated with the 
high cost of treating severely injured patients, a problem com- 
pounded by uncompensated care and the growing shortage of trau- 
ma-related physicians? 

Dr. Enderson. The cost does keep going up. The demands on 
providers are increasing. And if we close down trauma centers, that 
just puts a further strain on the system. In many areas, such as 
our area, we are the only trauma center in our area. And we don’t 
have any backup. And the fewer trauma centers you have, they are 
more likely to get overloaded with all of the patients so that, when 
they are needed for critical events, they can’t provide care for their 
patients. 

So it is nice to have some redundancy in that system, but that 
redundancy has to make sense. It has to be in places where they 
can work with the higher level trauma centers where they can take 
care of their patients and provide the care that is needed in that 
region and for those injured patients. 

Mr. Green. And I want to point out that some of these programs 
have not received funding for several years. 

Dr. Enderson. They have not. They have been authorized, but 
they have not had appropriations. 

Mr. Green. Dr. Enderson, what can you talk about the value of 
investing in trauma centers and trauma care programs like these? 

Dr. Enderson. We have heard that trauma is the leading cause 
of death in patients under the age of 44. If you have young patients 
who are injured and you treat them and get them back to normal 
life, they can return to a long working life for society. 
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As an example, we recently had a young man. He was at work. 
He got ill. He was driving home, and he had a bad wreck. He had 
terrible injuries. He had a ruptured thoracic aorta. He had extrem- 
ity fractures. He had a head injury. And yet, by getting brought 
quickly to our trauma center, we were able to treat those injuries 
over a period of time, and in 6 months, he was back working and 
back with his family. 

Mr. Green. Well — and, Mr. Chairman, I realize a lot of us have 
been to both Iraq and Afghanistan. And that was the same goal 
that we had for our military, to make sure that there was a — with- 
in that hour period, they could reach a trauma center, whether it 
be in Kabul, Kandahar in Afghanistan, or in Baghdad, or Balad in 
Iraq. 

Mr. Enderson, can you talk about the value of investing in trau- 
ma systems and trauma care programs like these? 

Dr. Enderson. I think the value is simply what you pointed out. 
So, in the military, they have a great regionalized system where 
they provide lifesaving care at the screen. They quickly transport 
to a place for more definitive care. And then they transfer them 
back to the United States for rehabilitation. 

What we need is a system that involves all levels of trauma care 
so that we can take our young people and return them to a normal 
life. 

Mr. Green. Thank you, Mr. Chairman, again. 

I will yield back my time, except I want to thank Dr. Burgess 
for his partnership and leadership. 

And I also thank the Trauma Coalition, who has worked hard on 
the of reauthorization of these programs. 

And I yield back. 

Mr. Guthrie [presiding]. Thank you. 

The gentleman yields b^ack, and I will recognize myself for 5 min- 
utes for questioning 

Mr. Eadie, I am from Kentucky, and we have been very active 
in this area. According to the Department of Health and Human 
Services, as of July 2013, 47 States had operational prescription 
drug monitoring plans or PDMPs. However, they are significantly 
underutilized by providers. A number of factors contribute to this 
underutilization, including the cumbersome nature of accessing 
current systems and privacy concerns. Would you elaborate on 
some of the factors that may lead to underutilization of PDMPs? 

Mr. Eadie. Certainly, I am happy to do that, and I want to ac- 
knowledge Kentucky’s leadership for the country on many issues, 
including this one. 

In many cases, the cumbersome nature of this process as you de- 
scribe it is correct. Doctors have to take the time to do it. Recent 
developments in Kentucky and other States has been actually to 
allow the physicians to delegate the responsibility to a subordinate 
person in the practice, with the prescriber keeping responsibility. 
That is also a practical thing that can be done, and we encourage 
every State to look at that. And in fact, those States that have 
mandated use have found it essential because of the increased 
workload of having to pull up the data. 

Mr. Guthrie. I want to ask you, on the mandate, do you think 
that is the right approach, to mandate the use? Kentucky and I 
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think New York — I know my State has and also the State of New 
York. 

Mr. Eadie. Yes. 

Mr. Guthrie. Will you elaborate on mandating? 

Mr. Eadie. Yes. What those mandates — there are multiple types 
of mandates out there, some, like the State of Nevada, which man- 
dates the prescribers use the system but only when they have a 
reason to believe that the patient in front of them is not there for 
legitimate medical purposes. Such States have not significantly in- 
creased their use of the data by prescribers with that kind of a 
mandate. But Kentucky, New York, and Tennessee have pioneered 
a new one in which basically every patient is required, with a few 
logical exceptions, before the first prescription is issued and then 
periodically thereafter. And, in the case of Kentucky, it is at least 
every 3 months, they have to check before issuing an additional 
prescription beyond 3 months. What that does is it allows a pre- 
scriber in each case to check. 

We know from work that we did with the State of Massachusetts 
that in that State, when these unsolicited reports I talked about 
were sent out and they sent to prescribers and then we, with them, 
did a survey, found that only 8 percent of the prescribers acknowl- 
edged after receiving those reports that they had known about the 
multiple doctor episodes or doctor shopping that was going on by 
their patients. Putting it the other way, more than 90 percent of 
the prescribers did not know what was going on and, therefore, 
would not have asked for the data had it not been sent to them. 
Or, in the case of a mandate, they have to look, which is why they 
are effective. 

And we have seen in Kentucky and, frankly, in all three of those 
States, that medical opposition at first to being required to use the 
system has modified itself after implementation. 

Mr. Guthrie. I am going to try to get another question in from 
another panelist. 

Mr. Eadie. Please. 

Mr. Guthrie. That was very helpful. I appreciate what you were 
saying. 

Mr. Chlapek, when you were talking about the situation, you 
said there were a lot of people helping and involved and working 
in this, and so I have two questions really I will ask you because 
we have a minute and a half. Who were the stakeholders that 
should be addressing this and giving us information for policy ques- 
tions? And you also said H.R. 235 will address issues, but there is 
still a lot of other issues to be addressed. You talk about State li- 
censing, and I understand how that, you know, with each State 
having its own and us reluctant to get into that because that is a 
States issue would be a problem. What other issues besides the 
State licensing do you think maybe other legislation would help? So 
who are the stakeholders, and what other issues need to be ad- 
dressed? 

Mr. Chlapek. Vice Chairman Guthrie, other issues are standard- 
ization of training at the Joint Services Medical Training Facility 
in San Antonio. If we could get all of those folks with a National 
Registry EMT card, that would really help as they try to transition 
out. 
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Other issues, H.R. 235 mainly helps with providing some funds 
for educational facilities to develop their transition program, espe- 
cially in the rural or shortage areas. Other issues are standardiza- 
tion of State licenses. If there was a National Registry, that would 
really help us. Many States accept the registry now, but all don’t. 

Mr. Guthrie. I used to be a State legislator. It probably would 
be easy for States to adopt rules if it came out with a standard uni- 
form service. As you said, if the uniform services would have a 
standard training program with a standard card or standard cri- 
teria, then it would be easy for States to — so maybe that is where 
to start. 

But my time is actually expired. I appreciate you doing so. 

I would like to recognize Mr. Schrader from Oregon for 5 minutes 
of questioning. 

Mr. Schrader. Thank you, Mr. Chairman. 

I appreciate the opportunity. First question for Mr. Eadie. I am 
curious, as you have heard testified by Mr. Whitfield that we cur- 
rently have a program, a registry, if you will, that is operated out 
of the DOJ unit and wondered what the advantages of or need for 
the unit out of HHS would be and why that is critical for making 
this program work effectively? 

Mr. Eadie. I appreciate your question. It is my experience that 
both law enforcement and the public health professions have to be 
involved in addressing these issues. Neither one can address it. I 
mean, a fundamental thing is that prescriptions are issued by 
healthcare professionals. And the entire system of delivery of 
opioids, for example, are through the health care system. So a pub- 
lic health involvement and regulatory involvement involving health 
care is essential. At the same time, as long as we have had these 
types of drugs available for medical use, which is so important, 
they have also had the risk of making people addicted. And when 
that happens, people move into all sorts of illegal and criminal be- 
havior patterns, including forgeries, counterfeitings, organized 
rings of drug shoppers, et cetera, and pill mills. Those are outside 
the realm that can be dealt with and addressed effectively by tradi- 
tional public health entities. 

And I give you simply the examples. Public health, if you look 
at seatbelts, that is a triumph basically of both public health and 
law enforcement working together. The simple thing of people 
being quarantined in a public health emergency and an epidemic, 
public health orders it; law enforcement enforces it. And I could go 
on. 

But my point is that both aspects are essential, and we cannot 
hope to solve this epidemic if we don’t keep both parts working to- 
gether. 

Mr. Schrader. Very good. Thank you. 

Mr. Barber, I was wondering if you could elaborate a little bit on 
the lack of clarity in the DEA guidelines, particularly as it affects 
distributors, and talk about why the definition of “imminent dan- 
ger” is so important, and modifying the corrective action is impor- 
tant also? 

Mr. Barber. Yes, sir. The statute currently does not have a defi- 
nition for “imminent danger,” unlike other Federal statutes de- 
signed to protect public health and safety, such as the Mines Safety 
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Act. When an attorney, when an agent for DEA is faced with mak- 
ing a decision about whether or not, prior to a hearing, to issue an 
immediate suspension, which brings due process rights to bear, the 
question is, what constitutes an imminent danger? In my written 
testimony, I cite an example where DEA has issued a suspension 
for conduct that they knew had ceased for months. So it is those 
types of scenarios that create a lack of clarity about what the 
standard is that will lead to an immediate suspension, and that is 
why courts have at times intervened. 

And going back to the year after DEA was created in 1974, all 
the way to as recently as 2013, courts have questioned and in 
many cases overturned suspensions issued by the agency because 
of that lack of clarity. As far as the corrective action plan, that is 
an important piece of the legislation in that it provides an assur- 
ance to a registrant who has taken corrective action that that will 
be taken into account, thereby enhancing collaboration and commu- 
nication with the agency. There are times where registrants get it 
wrong, and the agency needs to take action. But if the registrant 
has taken corrective action, it is appropriate for the agency to con- 
sider that. 

Mr. Schrader. Very good. Thank you. 

Mr. Enderson, could you talk very briefly about what the benefits 
are with regard to regionalization. What does that translate into? 
What does that really mean? 

Dr. Enderson. What regionalization really means is that all of 
the parts of a system work together, and it may be under one head. 
So you have a Level 1 trauma center. You may have other trauma 
centers. You have other hospitals, but there is a system set up to 
ensure that the right patient gets to the right place at the right 
time, and they all work together. In the past, we have talked about 
exclusive trauma systems where you just have one center. Now we 
talk about inclusive trauma centers. You want everyone involved so 
that they know what their role is in making sure that the patient 
gets to the right pace. 

Mr. Schrader. So they can get the immediate care they need no 
matter what. 

Dr. Enderson. The immediate care. So there is not delays. If 
they are closer to another hospital, there is not a delay there. 
There are ways set up to automatically get the patient to where 
they need to be. 

Mr. Schrader. Thank you. 

I yield back. 

Mr. Guthrie. The gentleman yields back. 

Recognizes Mr. Griffith of Virginia for 5 minutes of questioning. 

Mr. Grifeith. Thank you, Mr. Chairman. 

Dr. Fountain, if you could talk a little bit about where you think 
we ought to go in regard to the DEA and how we can better im- 
prove that process. I know the bills that we have here today, but 
are there other things that we can be doing as a committee to as- 
sist in making sure that we get some action on those things that 
have already been approved by the DEA or maybe even some re- 
search into things that we know might help epileptic patients that 
we are not able to do studies on yet? 
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Dr. Fountain. I guess there are two other DEA-related issues 
that are important to the epilepsy community and to Americans in 
general. One of them peculiar to epilepsy drugs is that although 
they are scheduled by the FDA, they are scheduled at a low level. 
And for administrative reasons, they have been scheduled because 
the FDA, when it makes a recommendation to the DEA, follows 
eight specific criteria, and if these eight specific criteria boxes are 
checked off, then it requires DEA to schedule it. But those boxes — 
while they are perfectly reasonable, for instance, if the drug is ap- 
proved in a class in which that class of drugs is already regulated, 
then the DEA is forced to schedule it. Well, for epilepsy drugs, be- 
cause of historical reasons, they are in those classes, so they end 
up getting scheduled by the DEA. But from a medical perspective, 
it sort of somewhere between unbelievable and comical because 
they aren’t the kind of drugs that you would typically regulate like 
that. So the physicians who are not epilepsy physicians always ask 
the question. Well, why is that a regulated drug? 

So specifically for our community and maybe for other drugs reg- 
ulated by the DEA, especially given the burden that the DEA has 
of dealing with these specific and important issues that we have 
been addressing, it might be reasonable to revisit for epilepsy 
drugs but perhaps other drugs, speaking for myself, that don’t nec- 
essarily need to be regulated by the DEA. 

Mr. Griffith. And there may be some drugs that do need to be 
regulated by the DEA, but maybe we need to take a look at how 
they are regulated. Currently I am working on some language with 
the epilepsy folks in regard to figuring out a way that we can use 
the cannabinoid oil from the marijuana plant. Of course, it is hard 
to figure out how much cannabinoid oil and how much THC you 
need to make it work for the children who apparently — at least 
anecdotally, it appears that is a treatment plan for some patients. 
But we haven’t had a lot of studies done over the years by the 
DEA. Would you agree? 

Dr. Fountain. That is right. So the other issue relevant to the 
epilepsy community and to those with severe medical conditions is 
regulation of cannabis derivatives and cannabidiol, which is one de- 
rivative of marijuana that doesn’t cause a high, doesn’t cause eu- 
phoria or anything like that, seems to have some effectiveness in 
treating seizures and a few other medical conditions and is not the 
part of the plant or the compound that typically is associated with 
drug abuse. THC is, and so, consequently, for the epilepsy commu- 
nity, we would like to find a way to have cannabidiol oil available, 
first of all, to be studied and have research to know it is safe and 
effective; but then, beyond that, to make it available to people with 
the most severe epilepsies in certain circumstances. 

Mr. Griffith. And we definitely want to go in that direction but 
also make sure — ^because clearly that is a drug that can be 
abused — and we want to make sure that we don’t overlook that 
when we go down that path. 

Mr. Barber, I know you sometimes get on the hot seat in here 
because we are trying to get things accomplished and get new 
treatments out there at the same time you are trying to make sure 
we don’t have a lot of abuse of drugs. When last we were here and 
discussing these items, I had a situation where a small town phar- 
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macy couldn’t do what they can do. You mentioned that in your 
opening statement, and I appreciate that. You felt like we needed 
to try to make a better system so that we didn’t have those prob- 
lems where small town pharmacies with one supplier might have 
these issues. Do you have any suggestions that you can think of 
that we can do to be of assistance in that? Is there legislation that 
we need to pass that we haven’t thought of yet or aren’t moving 
on? 

Mr. Barber. I believe the Ensuring Patient Access and Effective 
Drug Enforcement Act of 2015 is a great step in the right direction. 
I do think that there are certainly oversight roles that committees 
such as this can play. For example, DEA’s regulation calls on dis- 
tributors to detect and report suspicious orders to DEA. Those are, 
according to the regulations, orders of unusual size, unusual fre- 
quency, or those that deviate substantially from a normal ordering 
pattern. What is unusual depends on the context of the ordering 
pharmacy. What deviates substantially is somewhat amorphous, 
and so if there is greater clarity around regulatory obligations like 
that, it will help pharmacies who now find themselves oftentimes 
not having sufficient drug supply to meet the needs of their pa- 
tients. 

Mr. Griffith. If I can take just a minute, Mr. Chairman, and 
just say I understand what he is saying. If I am translating it cor- 
rectly, what that means is if you have a pharmacy that serves a 
lot of older people who are more likely to have pain needs, a senior 
population, than a pharmacy that serves a younger, you can’t have 
a one-size-fits-all for the pharmacy that is in a community that is 
younger and a pharmacy that is in a community that is substan- 
tially older and is going to have more pain issues. Is that a fair 
translation? 

Mr. Barber. That is a fair translation. Context always matters, 
both in the law enforcement and healthcare arena. 

Mr. Griffith. I appreciate it, and I appreciate the panel being 
here today. 

Thank you, Mr. Chairman. I yield back. 

Mr. Guthrie. Thank you. The gentleman’s time is expired. 

The Chair recognizes Mr. Sarbanes from Maryland for 5 minutes 
for questioning. 

Mr. Sarbanes. Thank you, Mr. Chairman. I won’t take 5 min- 
utes. 

Most of you have come from great distances to share your exper- 
tise with us, and it is deeply appreciated by the committee. 

Mr. Chlapek, is that how I pronounce it? 

Mr. Chlapek. It is Chlapek, sir. 

Mr. Sarbanes. Chlapek, sorry. I gather you were here to testify 
primarily with respect to the helping veterans with emergency 
medical training proposal 

Mr. Chlapek. Yes, sir. 

Mr. Sarbanes. Which I think is a terrific opportunity to show- 
case how we can streamline bringing providers of all kinds, frank- 
ly, more quickly into the healthcare workforce. I have been working 
for many years on this idea of looking in nontraditional places for 
people that can help meet some of the shortages we have, whether 
that is physicians or nurses or, in this case, EMTs. In looking at 
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military medics, who obviously come with a vast amount of experi- 
ence, for that resource makes a tremendous amount of sense, and 
seeing if there is ways that we can streamline the process for actu- 
ally getting them deployed here in the homeland to help respond 
to these emergencies makes a lot of sense. 

So this demonstration project that Adam Kinzinger and Con- 
gresswoman Capps have proposed I think could make a tremen- 
dous amount of difference. 

I was just curious whether you have had the opportunity — I 
imagine you have — to work with some EMT professionals who are 
former military medics and what your observation has been as to 
the kind of expertise and experience that they bring to the job? 

Mr. Chlapek. It depends, sir. You have the Special Forces or 
SEAL or PJ medic that is deployed forward that does a whole lot 
of different things — puts chest tubes in, uses conscious sedation, 
and some other adjuncts. These folks can come out and go — they 
should be able to challenge the paramedic test right away. And I 
will get phone calls that ask. What can I do, from these medics, 
and so I try to link them up with an educational institution that 
will let them do a weekend refresher and then challenge the test 
through their institution. 

Mr. Sarbanes. Excellent. Excellent. Well, that is a good perspec- 
tive, and I think what they can bring to a team, to an EMT team 
on the ground, given their experience and perspective, is incredibly 
valuable. In other words, it is not just another source of finding 
people for this job. It is finding people that are particularly quali- 
fied in certain respects for the job, and that is why I support this 
bill in particular. Thank you very much for your testimony. Appre- 
ciate it. 

And all of you. 

Mr. Guthrie. The gentleman yields back. 

The next recognized is Mr. Long from Missouri for 5 minutes for 
questions. 

Mr. Long. Thank you, Mr. Chairman. 

Mr. Chlapek, number one, it is nice to have a fellow Missourian 
here, so welcome. Can you kind of walk us through the traditional 
State credentialing or licensing process for EMTs? 

Mr. Chlapek. Yes, sir. The military EMTs or the civilian EMTs, 
Mr. Long? 

Mr. Long. Well, the traditional — just the civilian is what I am 
getting at. 

Mr. Chlapek. Civilian EMTs, normally for the basic course, go 
through a one-semester or roughly 6-month time period with two 
clinical shifts and then take the test. The State of Missouri, for ex- 
ample, as well as about 40 other States, have adopted the National 
Registry exam because it takes a lot of pressure off of them. It is 
standardized. It is vetted, and they will take that exam and then 
receive a license. For paramedics, they go anywhere from two to 
three semesters and do an excess of 600 to 700 clinical hours, both 
in a hospital and in an ambulance. And then, once they do a cer- 
tain number of skills, they are allowed to move on. 

Mr. Long. OK. Can you kind of juxtapose that with the military 
training? For someone with previous training, such as a military 
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medic in Missouri, would they be qualified as EMT basic or EMT 
intermediate or EMT paramedic? 

Mr. Chlapek. The military medics, for the most part, that go 
through the program at San Antonio at the Joint Training Facility 
qualify; if they are in the Army or the Air Force, they will have 
a National Registry card. They present that to most States, and 
they are handed a State license to work within that State. 

The Special Forces medics come in, and they are expected — they 
have done everything to qualify to test for a paramedic level card. 
Sometimes they do, and sometimes they don’t. It depends. A Navy 
SEAL medic retired after 22 years and went to LA County Fire, 
and he wound up going through their whole paramedic course 
again. But it was one of the few things he could do that really sat- 
isfied him after the job he had been doing. 

Mr. Long. I know there are EMT shortages, and would you char- 
acterize that problem — is it a problem of recruitment or a problem 
of retention or both? 

Mr. Chlapek. Both, along with pay. EMS is severely under- 
funded, especially in rural areas, and some of these folks either vol- 
unteer or work for about $15,000 a year. If they are paramedic 
level, they can make 50 to 60 or a little more. There is a huge dif- 
ference, and it is underfunded. 

Mr. Long. I was going to ask how you think that State 
healthcare systems could keep qualified EMTs working in the field, 
but I think you kind of answered that. 

Mr. Chlapek. Yes, sir. 

Mr. Long. With that, Mr. Chairman, I yield back. 

Mr. Chlapek. Thank you. 

Mr. Guthrie. The gentleman yields back. 

The next recognized is Mr. Bucshon of Indiana for 5 minutes of 
questions. 

Mr. Bucshon. Thank you, Mr. Chairman. 

Prior to coming to Congress, I was a cardiovascular and thoracic 
surgeon for 15 years, so I am pretty familiar with the subject mat- 
ter, especially as it relates to trauma and really all the medical 
issues, including EMT and how you deal with pharmacies and what 
the process is. And I just would like to say at the top that this is 
a huge problem. My law enforcement in my community, in Evans- 
ville, Indiana, recently told me that prescription drug issues have 
overtaken methamphetamine as a community health problem in 
our county. And that I think is probably widespread across the 
country. 

Mr. Eadie, your comments about combining law enforcement and 
medical are very critical. I can tell you, as a practicing physician, 
one of the issues is time and the information in an expedient man- 
ner. Most physicians, as you know, 99.9 percent don’t want to pre- 
scribe narcotics to people that are doctor shopping, but available 
information quickly is so critical if we can provide that. 

As a surgeon, of course, I provided acute medical care and acute 
pain management, which is a completely different area than our 
primary care physicians or neurologists and others have to deal 
with, so maybe you can expand further on how you think — I mean, 
getting the information from medical records, for example, the two 
major hospital systems in Evansville have two EMR systems that 
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don’t communicate with each other. And some of the medical prac- 
tices have EMR systems that don’t communicate with either hos- 
pital. How do we make progress in that area, because I know that 
there is a lot of smart IT professionals that can probably fix this 
problem overnight. Right? But it is about proprietary information. 
It is about economics. It is about profit for different systems, and 
I totally understand that. But how do we get past that and get the 
physicians the information immediately so that they, on the pre- 
scribing side, we don’t overprescribe? 

Mr. Eadie. I thank you for your question, and I want to also ac- 
knowledge that I would be happy to put you in contact with the 
people in Indiana who are experimenting with this. There is a trial 
underway in Indiana. You are one of the 16 States where there is 
an effort being made to translate PDMP data directly into the ex- 
isting systems of electronic health records and health information 
exchanges. The details of that, they would have to provide to you, 
but it is important work. And that is why we support the NASPER. 
It is one of the major reasons we support NASPER, is that — and 
feel it is so important — is that we have seen the value and impor- 
tance of doing exactly what you are talking about. And these 16 
States have started, but that is not nearly enough, and they have 
got a long way to go. They are just experimenting. NASPER fund- 
ing has, in its refocused form, in the redrafted legislation would 
really encourage this. It would provide funding to support States 
to do the necessary work. And it is going to take time. The com- 
plications of proprietary systems, multiple systems in each State, 
it is going to take a while to overcome those barriers and hurdles 
that have been put in place by multiple systems, but it is doable. 

And there is a real national effort underway, and in fact, the 
Substance Abuse and Mental Health Services, or SAMHSA, is the 
one that is spearheading this effort with the office from the White 
House on technological developments for health care. There is a lot 
of work that has been done, and I would be very happy to put you 
in touch with them to learn about that. 

Mr. Bucshon. That would be great. 

And, of course, the medical systems need to be able to commu- 
nicate with pharmacies and, honestly, with law enforcement also in 
some way. So it is a complicated problem. But my wife is a anes- 
thesiologist — still practicing — so she tells me every day the number 
of patients that come to the hospital for other procedures that are 
on, have been taking narcotics or, honestly, benzodiazepines for 
many, many years. This is really an epidemic problem. It is across 
socioeconomic class. It is something I have been working on since 
I have been in Congress in the State, on the methamphetamine 
issue, trying to solve that. But now the prescription drug issue is, 
it has been and is surpassing that. 

So I can tell you firsthand, you know, the significance. And I ap- 
preciate all your testimony and everyone working towards solutions 
to solve the problem. 

And on the EMT side, quickly, Mr. Chairman, the last Congress, 
we were able to get legislation passed on commercial driver’s li- 
cense for veterans who had driving experience in the military, 
making that a streamlined process so that they could get a com- 
mercial driver’s license to drive a semi, for example, across the 
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country because of their military experience. So I do think there is 
a good chance that this legislation will move forward and become 
law, and I hope it does. 

So I yield back. 

Mr. Guthrie. The gentleman yields back. 

And I ask unanimous consent to enter into the record a report, 
“The Prescription Opioid and Heroin Crisis: A Public Health Ap- 
proach to an Epidemic of Addiction.” 

Without objection, so ordered. 

[The information appears at the conclusion of the hearing.] 

Mr. Guthrie. The Chair now recognized Mr. Collins of New York 
for 5 minutes of questions. 

Mr. Collins. Thank you, Mr. Chairman. This has been a great 
hearing. 

I think, first of all, Mr. Chlapek, we all agree: Anything we can 
do help our vets coming back, we want to do. And while this may 
not be a lot of money per year — a couple hundred thousand per 
year I understand is what has been requested — do you know how 
many States have this issue? I mean, one of the requirements is 
the State claim a shortage of EMTs, and there is a need. Do you 
happen to know, is this 2 or 3 States or 10 or 15? How great is 
the need for what we are proposing here? 

Mr. Chlapek. Nearly every State that has a rural area has a 
shortage in those areas. They are currently served by volunteers, 
but as more and more folks go back into the city for work and both 
members of the household work and requirements keep increasing 
for the mobile healthcare providers, the folks on the street, EMS 
professionals, they can’t keep people at all. And veterans are com- 
ing out. They know how to be on time for work. They know how 
to follow orders, and they just need help with the license. 

Illinois is a prime example. And Carle out in Champaign-Ur- 
bana, has a conference every year on rural health care. EMS is the 
big thing. 

Mr. Collins. I know this has bipartisan support, and we won’t 
know until we get this approved and appropriated just how many 
folks are going to apply for it, but certainly a worthy objective. And 
thank you for bringing that up. 

My other question really is for Dr. Enderson on the trauma 
piece. First of all, I am just curious, do we know, since this one is 
a reauthorization, in the last couple of years, how many hospitals 
have applied? And what is the average amount of money they are 
getting? And have we seen a report that tracks how this money has 
allowed us to either get new trauma centers or keep trauma cen- 
ters open? In other words, what are the metrics coming back at us? 

Dr. Enderson. Well, sir, unfortunately, these have been author- 
ized over the past several years, but there have been no appropria- 
tions for that. 

Mr. Collins. I am glad you brought that up as well. As an au- 
thorizing committee but not the appropriators, that is information 
I didn’t know as a new Member, and I am glad to know that so 
we can move forward. Certainly the access to trauma, as we talked 
about, that golden hour is critical. I represent the western New 
York area, and Erie County Medical Center has one of the best 
Level 1 trauma centers in the country. And it is quite expensive 



81 


to set that up, and I know it is always the issue with the county 
government and others, tight budget times deciding where this 
money goes; but it is a lifesaver quite literally, whether it is the 
ski resorts that are 60 miles away and the incidents there, which 
tend to be head trauma and the like, that access has saved many 
lives in western New York, and I know we are blessed to have that. 
I know it is very much of a cost burden, but we have decided as 
a community it is worth that money. 

Would you see that in something like I am explaining — they are 
existing, they are there, the community is behind them — would 
they qualify for one of these grants, or is this really more focused 
on, assuming it is appropriated, those areas that don’t have one 
now? 

Dr. Enderson. Both. So part of it applies to trauma centers that 
exist, especially trauma centers that are having significant difficul- 
ties and are in danger of closing, we are trying to prevent that, but 
we are also trying to help States look at the models of trauma care 
that they have and make sure that they are allocating the re- 
sources the way that make sense. So, in a regionalized system, 
these, as you pointed out, are very expensive resources. You don’t 
want every hospital duplicating those resources. You have to un- 
derstand how it works best in a system, know how it works, and 
how that system can work together to take care of their patients. 

Mr. Collins. Yes. I mean, the good news for our area is we did 
designate the Erie County Medical Center as the Level 1 trauma 
center. The other hospitals recognize that. It is also the regional 
arm, and in many cases, that 1 hour works with our mercy flight, 
the helicopters coming in. I suspect we are probably an example of 
best practices, both in the type of facility and also the way the 
other hospitals recognize that that is our designated trauma center. 

Dr. Enderson. Absolutely. 

Mr. Collins. So, again, very important issue. Thank you for your 
testimony. 

Mr. Chairman, I yield back my remaining 5 seconds. 

Mr. Guthrie. The gentleman yields back. 

The gentlelady from Tennessee is recognized for 5 minutes for 
questions. 

Mrs. Blackburn. Thank you, Mr. Chairman. 

I want to thank you all for being here, especially Dr. Enderson, 
my fellow Tennessean, and we are delighted to have him here and 
with us today. 

Mr. Chairman, I have got some things to submit for the record. 
First of all, the statement of the National Association of Chain 
Drug Stores on today’s hearing. 

[The information appears at the conclusion of the hearing.] 

Mrs. Blackburn. And, secondly, letters of support for the Ensur- 
ing Patient Access and Effective Drug Enforcement Act of 2015, 
which is the work product of Ms. Chu, Mr. Welch, Mr. Marino, and 
I. These are from the American Pharmacists Association, the 
Healthcare Distribution Management Association, the National As- 
sociation of Chain Drug Stores, and the National Community Phar- 
macists Association. 

Mr. Guthrie. Seeing no objection, so ordered. 

[The information appears at the conclusion of the hearing.] 
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Mrs. Blackburn. Thank you, Mr. Chairman. 

Very quickly as we wrap up, I did have a couple of questions on 
H.R. 471, which is the Ensuring Patient Access and Effective Drug 
Enforcement Act. 

Mr. Barher, you mentioned in your remarks to one of the ques- 
tions that context matters, and I appreciate hearing that. So I 
wanted to go back to your testimony. You said that little has 
changed in the past year in regard to the issue of dealing with 
DEA and guidance. And I want to know, has there been any im- 
provement in the guidance the DEA is giving to distributors and 
pharmacists on this issue? 

Mr. Barber. It hasn’t changed, so I would say there has been no 
improvement or any decrement. It is unchanged. 

Mrs. Blackburn. Well, I was hoping there was a sliver of a right 
step in the right direction, but I guess not, and it shows why we 
need to go ahead and get this bill passed. 

I wanted to also ask you, we hear some discussion about whether 
or not to define “imminent danger,” and I would like for you briefly 
to touch on why giving definition to “imminent danger” would ben- 
efit the DEA? 

Mr. Barber. Well, as a former counsel who appeared in Federal 
courts, assisted U.S. Attorney’s Office in defending the suspension 
power of the agency, having a clear legal standard is always best. 
There are Federal statutes that were passed around the same time 
as the CSA that contain a definition of “imminent danger,” and 
rather than having it undefined and having courts second-guess 
the agency’s important power, to me it seems like if Congress gave 
a clear standard in the law, then the agency could enforce it and 
courts would not be left to second-guess DEA. 

Mrs. Blackburn. OK. So you would say the harm comes in hav- 
ing no definition of “imminent danger”? 

Mr. Barber. I believe that is the harm. It is a harm both to the 
agency and to the regulated community, who doesn’t know where 
the lines are, and we have those unintended consequences I men- 
tioned in my testimony. 

Mrs. Blackburn. Thank you. 

And, Mr. Chairman, just for the record, we are speaking in ref- 
erence to the Controlled Substance Act. 

Well, I know you all are ready to step away from the desk. And 
we are appreciative that you are here. 

And, Mr. Chairman, in the interest of time and ending the hear- 
ing, I will yield back my time. 

Mr. Guthrie. Thank you. The gentlelady yields back her time. 

All Members have been recognized. I remind Members that they 
have 10 business days to submit questions for the record, and I ask 
that the witnesses respond to the questions promptly. Members 
should submit their questions by the close of business on Tuesday, 
February 10. 

Without objection, we have one more. We have a unanimous con- 
sent request for “Prescription Drug Monitoring Programs: An As- 
sessment of the Evidence for Best Practices” for the record. 
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Without objection, so ordered. ^ 

Without objection, the subcommittee is adjourned. 
[Whereupon, at 12:52 p.m., the subcommittee was adjourned.] 
[Material submitted for inclusion in the record follows:] 


^The information has been retained in committee files and also is available at http:! I 
docs.house.govlmeetingslIFIIF14l20150127ll02844IHMTG-114-IF14-20150127-SD054.pdf 
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AN ACT 
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1 SECTION 1. SHORT TITLE. 

2 This Act may l)e cited as the “Veteran Emergency 

3 ]\[edical T('chiiician Hupiioi-t Act of 2013”. 

4 SEC. 2. ASSISTING VETERANS WITH MILITARY EMERGENCY 

5 MEDICAL TRAINING TO MEET REQUIRE- 

6 MENTS FOR BECOMING CIVILIAN EMER- 

7 GENCY MEDICAL TECHNICIANS. 

8 (a) Ix (JEXEH.tL. — Part B of title III of the Public 

9 IP'altli 8er\ice Act (42 U.S.t.'. 243 et seii.) is ameiuled 

10 l)y inserting- after section 314 the following': 

11 “SEC. 315. ASSISTING VETERANS WITH MILITARY EMER- 

12 GENCY MEDICAL TRAINING TO MEET RE- 

13 QUIREMENTS FOR BECOMING CIVTLLAN 

1 4 EMERGENCY MEDICAL TECHNICIANS. 

15 “(a) PK()(il!.\.M. — The Sia-retary shall establish a pro- 

16 gram consisting of awarding demonstration grants to 

17 States to streamline State re(|nir('meid,s and ])rocediires 

18 in ordei- to assist V('t(>rans who completed military emer- 

19 gency medical tindinician training while seiwing in the 

20 jVrmed Forces of tlu' Pnited States to inei't certification, 

21 licensure, and other re(|nircnu‘nts ai)])licable to becorniiig 

22 an emergency medical technician in the State. 

23 “(b) Use of Pexds. — ^iAinonnts received as a dem- 

24 onstration grant unck'r this section shall be used to pr('- 

25 ])art‘ and implement a plan to streamline Slat(‘ recinire- 
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1 iiients and procedures as desci-ihed in siihseetioii (a), in- 

2 ('luding by — 

3 “(1) deteriniiiin”; the extent to which the re- 

4 {inireinents for the (‘ducatioii, training, aial skill level 

5 of t‘nieri>encv itu'dical technicians in the Ktatc' are 

6 e(inivak‘nt to itMinii'enients for the edncation, train- 

7 iny, and skill level of military einery(‘ney medical 

8 technicians; and 

9 “(2) identifying’ methods, such as waivc'rs, for 

10 military enu'ryency medical technicians to foreg’o or 

1 1 meet any such e(|ni\’al('nt State i’e(iniriMn('nts. 

12 “(e) Eli<;i 1!1I,ITV. — To be eligible for a yr’ant under 

13 this section, a Stati' shall demonstrate that, the State has 

14 a shortati’e of emer^-ency iiKslical technicians. 

15 “(d) KkI’OHT. — T he Secretary shall snbniit to tlu' 

16 Oongress an animal rejiort on tlu* program under this sec- 

17 tion. 

18 “(t') PrxDlxc. — Of the amount authorized by section 

19 ToiyjKl) to be ap]U’ 0 ]>i’iat('d to carry out section 751 for 

20 fiscal yi'ar 2014. thei'i' is authorized to be ap])ropriat('d 

21 to carry out this section -i^l .OOO.OOO for the pei’iod of fiscal 

22 years 2014 through 2018.”. 

23 (b) 0<)XFOH.\nx(: Amexdmkxt. — S ection 751(j)(l) 

24 of the Public Health Service Act (42 U.S.C. 294a(,j)(l)) 

25 is amended by striking “There is autliorized to be a])pro- 
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4 

1 i)riattHr’ and inser(iii<»: “Hnl)j(‘ct to section 315(0), there 

2 is authorized to Ix' appropriated”. 

Passed th(> House of Re])i-esentatives hx'hruary 12, 
2013. 

Attest: KAREN L, llAAH, 

(lerk. 
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(Oripiia! Siyuritiirc of .Mi'iiiia'!') 


IUth ('()N(SKEiSS 

IST Sl’.KKlOX 


H.R. 


To aiHci)(! <(}!(! roiiuthoi-ize the siihst.uuM' nioiiitoriiig' proo-nuu iiiuh'r 

section ;T)90 of the Pnl>li<‘ neaith S(*rviee Ae(, ami I'or othei- purposes. 


IN TMK IIOeSE OK REl’KESENTATIVES 


^fr. WlHTl'lKLl) iiitroduenl tli(‘ ro!lo\vin‘»: hill; which was referred to llii* 
(’onuuilfei' (.m 


A BILL 

To amend and |■('a^ltll(>l■ize the controlled snbHtance inoiii- 
toring program under section 3990 of the rnhiic Health 
Sendee A(d.. and for' other' i)ni'])Oscs, 

1 Be il cnucicfl by Ihc Seiid/e (iiid House of Representa- 

2 lu'cs of Ihe Uiilled Stales oRliiierlcd iit (b)iif/rcss assionhlcd, 

3 SECTION 1. SHORT TITLE. 

4 This Act rtray be cited :ts the “National All Srdiedides 

5 Prescription Elcctr-onic Repor-ting Keanthoi'ization Act of 

6 2015 ”. 
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2 

I SEC. 2. AMENDMENT TO PURPOSE. 


2 (1) of section 2 of the Niitioiial All Hehed- 

3 iile.s Pi-('scfi])tion Electronic Reporting- .Act of 200.') (Ihihlic 

4 Law lOf)-(jO) is amended to read as follows: 

5 “(1) foster the (sstal)lishnu>nt of State-adniinis- 

6 tered controlled snh.stance monitoring .systems in 

7 order to ensuin' that. — 

8 “(A) health care providei's have' access to 

9 the accurate, timely pri'seription history infor- 

10 mation that tlu'y may usi' as a tool for the early 

1 1 identification of iiatients at risk for addiction in 

12 ordi'r to initiati' appropriati- medical inten'en- 

13 tions and avert the ti-agic pc'i'sonal, family, and 

14 community conse(|uences of untreah'd addiction; 

15 and 

16 “(I>) appropriate law enlorcenu'nt, regu- 

17 latory, and State iirofessional licensing authoi-i- 

18 til's have access to ))reseri])tion history informa- 

19 lion for the ])nr])oses of invi'stigating drug di- 

20 version and i)i-escrihing and disiiensing |)rac- 

21 tices of errant pre.scrihers or iiharmacists; and”. 

22 SEC. 3. AMENDMENTS TO CONTROLLED SUBSTANCE MONL 

23 TORINO PROGRAM. 

24 Section 89()() of thi' Public Health Si'iTici' Ai't (42 

25 U.S.C. 2HOg-.‘5) is amended— 

26 (1) in suhsi'ction (a) — 
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;] 


1 (A) ill ]>arii”rapli ( 1 ) — 

2 (i) ill snl)]):ini<irii|)h (A), by strikiii”' 

3 H 5 ? 

or ; 

4 (ii) ill 8iil)])!ir;i<>'ni|)li (1^), liy strikiiiij' 

5 the period at tlie end and iiiserliny or”; 

6 and 

7 (iii) by addin«' at the end th(' tbl- 

8 lowing': 


9 “{V) to maintain anil ojicrate an existing 

10 Stati'-eontrolled snbstanee monitoring iiro- 

1 1 gram.”; and 

12 (B) in paragraph (8), by inserting “by the 

13 Si'cretary” afti'r “(rrants awarded”; 

14 (2) by amending siibseetion (b) to read as fol- 

15 lows: 

16 “(h) Minimi'.m Ruqt'iUK^lKXTs, — Tlie Keeretary 

17 shall maintain and, as aiiiirojiriate, supiilement or revise 

18 (afti'r publishing ])ro]iosed additions and revisions in the 

19 Federal Register and reeeiving pnblie eomments thereon) 

20 minimnm rei |i lire men ts for eriteria to bi' used by iState.s 

21 for purposes of ehmses (ii), (v), (vi), and (vii) of snbseetion 

22 te)(l)(A).”; 


23 (8) in siibseetion (e) — 

24 (A) in [laragraph (1)(B) 
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18 

19 
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23 


(i) ill llie matter iirerediii”' clause (i), 

by strikin';' “(;>)( 1 )(13)” inserting 

“{a){r)(P,) or (a)(l )((')”; 

(ii) ill danse (i), by striking' “])ro”rani 
to be iniiiroved” and inserting' “prograin to 
be iinpi'oved or maintained”; 

(iii) by redesignating danses (iii) and 

(iv) as danses (iv) and (v), resiiectividy; 

(iv) by inserting after danse (ii) the 
following: 

“(iii) a plan to apply the latest ad- 
vane(>s in health information ti'dinology in 
order to incor])(irato preserii>tion drug 
monitoring program data directly into tlie 
workflow of iirc'scribers and dis])(ms(‘rs to 
(msnre timely access to iiatients’ controlled 
prescription drug history;"; 

(v) in danse (iv), as redesignated, by 
inserting before tlie semicolon at the end 
“and at: least one healtli information tedi- 
nolog;s' system such as an electi'onic healtli 
records system, a health infoi-mation ex- 
change, or an e-prescril)ing system”; and 
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(vi) in dansc' (v), as redesignated, by 
striking “pnblie health” and inserting 
“pnblic health or ])nblie safety”; 

(B) in ])aragrai)h (tl) — - 

(i) by striking “If a State that svib- 
inits” and inserting the following: 

“(A) Ix (il'txHKAli, — If a State that sub- 
mits”; 

(ii) by striking the period at the end 
and inserting “and inelude timelines for 
full implementation of sueh int('r()per- 
ability. The State shall also doseribe the 
manner in which it will achieve intc'roper- 
ability between its monitoring ])rogram and 
health information techn()logy systems, as 
allowable under State law, and iiiclride 
timelines for imi)lem(mtatioii of such inter- 
operability.”; and 

(iiij by adding at the end the fol- 
lowing: 

“(H) Moxitokix;; of efforts. — The 
Secretaiy shall monitor State efforts to achieve 
intero])crability, ns described in subparagraph 
(A).”; 

((’) in paragraph (5) — 
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(i) by stfikiiiy “iinpU'iiR'ut oi- ini- 
lirove" aiHl iiisi'rtini>- ‘X'.stahlisli, iiHj)r()ve, 
OI- niaintain”; and 

(ii) by addiiiy at tlio t-nd tlie fol- 
lowiiifi': “Tlie Hcei'ctary shall fcdisti-ibiite 
any funds that arc so l•('tln■ned ainony the 
roniaiiiiiij? <>i-ant(>(‘s aiider this section in 
aceonlaiu'i' with tiu* fonnnia descrilied in 
snbseetiou (a)(2)(h5).”; 

(4) ill subsection (d) — 

(A) in the matter preceding- paragraph 
(D— 

(i) by striking- "In imjilementing- or 
iinprm-ing” and all tliat follows through 
‘‘(a)(1)(B)’’ and inserting “In establishing, 
imprming, or niaintaining a controlled sub- 
stance inonitoriiig |)rograni under this si'C- 
tion, a State shall comply, or with respect 
to a Stnti' that ap|)lies for a grant nnder 
subparagraph (F)) or (C) of subsection 
{a)(l)”; and 

(ii) liy striking “iiublic healtli” and in- 
serting “])nblic health or pnlilic satc-ty"; 
and 

(B) by adding at the end the follmving: 
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“(5) TIk* sliiill repoi’f to the Secrt'tai'y 

oil — 

“(A) as appropriate, iiiteropei-ahility with 
tlu' eoiiti’olled snlistanw' monitoring' iiroyrains 
of Pi'deral departnieiits and agencies; 

“(B) as ap])ropriafe, inti'roperahility with 
lu'alth inforniation technology systems such as 
(dectroide lu>altli I’ecords systems, health infor- 
mation exchanges, and e-pri'scriliing systems; 
and 

“(1’) whetliei- or not the Htate i)rovi(les 
antoinatic, real-time or daily information ahoid 
a iiaiient wlum a iiractitioner (or the designee 
of a ])racti1 inner, where permitted) recinests in- 
formation al)ont such jiatient,”; 

(5) in snl)s('etions (e), {f)(l), and (g), by strik- 
ing “implementing or impr()\'ing’’ each place it ap- 
pears and inserting “estaldishing, impro^'ing, or 
maintaining”; 

(()) in subsection (fj — 

(A) in paragraph (1) — 

(i) in snbiiaragraidi (B). by striking 
“misuse of a schedule 11, 111, or 15^ sul)- 
stance” and insmting “misusi' of a con- 
troll(‘<l substance included in schedide IT, 
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8 

III, or IV of sootioii 202{(') of the (’on- 
trolled Substaiiee Act”; and 

(ii) in subparagraph (D), by inserting 
“a Btate substaiiec^ alaise agr'ney,” afti'i- “a 


5 


Htat.e health deiiartmeut,”; and 


6 (B) by adding at the end the following; 

7 “(2) EvAiatvTKix axd kkfoktixa;. — Hubject 


8 to subsection (g), a State receiving a grant under 

9 sul)S(>ctiou (a) shall ])rovide the Secretary with ag- 

10 gregate data and otlua- information detenuined by 

11 the Secretaiy to be nec'c'ssary to enable tlu' Sec- 

12 rotary— 


13 


“(A) to (A'aluate tlu' success of tlie State’s 


14 progi'ani in achieving its pur])()ses; or 

15 “(B) to pre)>are and submit tlie rejxtrt to 


16 t’ougix'ss re(|uir(>d by subsi'ction (k)(2), 

17 ‘‘(4) llKSKAKCll BY OTliKH I':XTITIK8. — A de- 


18 ])artm(>nt, program, or admiuisti'ation i-eceiA'ing non- 

19 identifiable inforinatiou under pai'agraph (1)(D) 

20 may make such information availabk' to other enti- 

21 ties foi' research pur))Oses.''; 

22 (7) by redesignating subsections (h) through 

23 (n) as sul)Ke<‘tious (i) through (o), respectively; 
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1 (8) in siihsiH'tions ((')(1 )(A){iv) iuui (<1)(4), l)y 

2 sti'ikiiifr “subsection (li)” each place it appears and 

3 iiisei-tinsi;- “subsection (i)”; 

4 (9) by iiisei'tin<f aftei- subsection (<j) the fol- 

5 l<Avini>-: 

6 “(li) Edccatiox axd Act’R.ss to thk Moxitokixo 

7 SvsTK.M, — A state reccmn»' a er;int uiHkn- subsection (a) 

8 shall lake steps to — 

9 “(1) facilitate prescriber a)i<l dispenser use of 

10 tb(‘ Stat(*’s controlled siibstaius' inonitorin«' system; 

11 “(2) educate presci'ibers aiul dispensers on tlie 

12 beiu'fits of tin' system both to tliein and society; and 

13 “(8) facilitate linkafte to the State substance 

14 abuse ac-ency and substance abtise disorder seiT- 

15 ices.”; 

16 (.10) in subsection (k)(2)(A), as redesifiuated — 

17 (A) in clause (ii), by inserting “; estab- 

18 lislicd or strenetlumed initiatices to ensure link- 

19 ac'cs to sub.stance use disorder .services;” before 

20 "or affected patient acc('ss”; and 

21 (1!) in clause (iii), by iirser-tini;' “and bi‘- 

22 tw'en controlled substance monitorinsi pro- 

23 erams and health information technolo<>T sys- 

24 bans,” b(>for(‘ inchidine- an assessment”; 
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10 

(11) by s1i'ikiii<i' stibscetion (1) (rehitiny to pix’f- 
ei'Fiicc'), as i'<'<l('si<iiutte(l; 

(12) by ml('si<>'iialiii<;' siilisoctions (in) thfouyli 

(0) , as rodrsi.icnati'd by jiiU'ayi'apli (7), as subsortioiis 

(1) tlii'oii»b (n), resiK'('tivcly; 

(14) ill subsection (l)(l), as i'ed('sii>iiated, In- 
st fikiiifi' “(‘stablisbincnt, iinpliaiu'iitation, or iiii|)rove- 
niont" and insertiiifj “cstablislimoiit, iniprovonient, 
or iiiaintoiuuK'ip’; 

(14) in subsection (in)— 

(A) in paragraph {5) — 

(i) by strikiii”- “means the aliility” 
and inserting' the follmvinji': “means — 

“(A) the ability'’; 

(ii) by strikiii”- the pi'i-iod at the end 
and insertins;' or”; and 

(iii) by addiny at the mid tiu- fol- 
lowing: 

“(I>) sliarin<i- of Htate eontrolled substance 
moiiit()rin<>- proj^ram information -with a healtli 
information ieehnolo^y system such as an ek'c- 
t.roiiie health records system, a health informa- 
tion exchaii”!', or an e-preseiibiny systmn,''; 

(II) in ])ara<iraph (7), by striking “phar- 
macy” and inserting' “pharmacist”; and 
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1 ((') in para»’]'a])h (8), by stiikiiiy “and the 

2 Disti'ict. of (tolninhia’’ and inserting the Dis- 

3 ti'iet of (.’ohinibia, and any coiinnonwealth or 

4 territoiy of tlie United States”; and 

5 {15) ))y striking: snhsc'c'tion (ti), as redesignated 

6 (relating to anthoi-ization of ap])ro|>riations). 

7 SEC. 4. NO ADDITIONAL FUNDS AUTHORIZED TO BE APPRO- 

8 PRIATED. 

9 No additional fnnds are authorized to lx* appro- 

10 ])riate(l for the i)nrpose of eai'rUng out this Aet and the 

11 aineiidinents made hy this Act, and this Act and sueh 

12 anu'iidments siiall lie earried out using ainoirnts otlienvisc' 

13 available for sueh purpose 
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li:ill4()S0KU 




ll l'i'll ('()N(!RES.S 
IST SESXIOX 


H.R 




To oHH'iu! XU of the Pubifc Sorvico Ai‘{ lo ivauthoi-izi' ('Oi'tain 

trauma can' pn>«^rams, atui foi- ollu'r purposes. 


IN THE HOUSE OP REPRESENTATIVES 


Mr. UrtUiKss introduced the rol!o\viu«i- hiil; which was n'h'rn'd to tlie 
(’ojuiuittci' on 


A BILL 

To aim-iid title XII of the Pul)lic Ilealtli S('iTi(‘e Aet to 
reaotlioi'ize e('i-tain trauma care programs, and for other 
l)ur])oses. 

1 Be it ctHicIcd hi; the ScacRc mid Hoiitic aj' Reprcfieidit- 

2 tires of the Vnited Hldles of Aiiierieti in ('(iiif/ress assciidilcd, 

3 SECTION 1. SHORT TITLE. 

4 'riiis A('t may be cited aa tlie “Ti-aunia Systems and 

5 R('»-ionalizati()n of Euier'i'cucy Care Reauthorizatiou Act”. 
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1 SEC. 2. REAUTHORIZATION OF CERTAIN TRAUMA CARE 

2 PROGRAMS. 

3 Ki'ctioii 1232(;i) of the Public Ilenltli .S(‘rYi('(' Act (42 

4 U.H.tf :j()()(l-;52{fi)) is aiiieiuled by strikiiiy “2014’’ and 

5 insertinsi- “2020”. 

6 SEC. 3. IMPROVEMENTS AND CLARIFICATIONS TO CERTAIN 

7 TRilUMA CARE PROGRAMS. 

8 (a) AIjL()('.\tio.\ of Pcxds for (’omretitive 

9 (iKAXTH for KE(iIOX.\IJZEl) SYSTEMS FOR EMEIRJKXCY 

10 (b\RE Resfoxse. — S ection 1242(c) of the Public Health 

1 1 Senice Act (42 U.S.C. 2)00(l-41(c)) is aineiHlcHl — 

12 (1) in paragraph (J), !)y strikin'^' “and” at the 

13 end; 

14 (2) in para'ifa|)h (2), by strikiii”' th(‘ i)erio(l at 

15 the end and insertin';' and”; a!id 

16 (4) by addiny at the end tlu? following' new 

17 para”rai)h: 

18 “(4) for a fi.scal year after fiscal year 2015, not 

19 more than 50 ])ercent of such amounts remaining 

20 for such fiscal year after ap])lication of ])ara<;'ra])hs 

21 (1) and (2) shall be allocated for the i)uri)Ose of car- 

22 ryiny out section 1204.”. 

23 (b) (’EARlFIC.yriOXS UX'DRIi TKAF.tlA Sy.stems Pok- 

24 MFLA (JKAXTS BeQFIHEMKXTS KEl.ATIXTi TO THE AMER- 

25 ICAX Bfi;x Associatiox. — S ection 121.4 of the Pulilic 

26 Health SerHce Act (42 H.S.P. 400d-14) is ana'iided — 
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(1) ill siihsectioii (a)(3). by inserting “aiul (for 
a fiscal year after fiscal year 2015) contains national 
standards anil recpiireiiicnts of the American Burn 
Association for tlii' (lesi<riiatioii of ^■el■ified burn cen- 
ters,” after “such entity,”; 

(2) ill subsection (1))(2))(A), by stiikiii”- “and 
tli(‘ AiiK'i'icaii Acadeiny of Bediatrics,” and iiism'tiny 
“till' American Academy of Pialiatrics, and (for a 
I'iscal yiair afler fiscal yiair 2015) tlK> American 
Burn Association,”; and 

(3) in subsection (c)(1)' — 

(A) ill the matter pri'cedinjj;' sub])arag'rai)li 
(A), by inserting’ ''and not later than 1 y<“ar 
after the date of the enactment of the Trauma 
Kystimis and Keyionalization of Emergency 
(’are Hi'autliorizatioii Acl” aftiu' “iVct of 2007”; 
and 

(B) in snl)|)ara<;'ra])h (A), by striking' “and 
the American Academy of Pediatrics” and in- 
serting' “the American Academy of Pediatrii's, 
and (with respect to tlii' update |)ursuant to the 
Trauma Systems and Kegionalization of Emer- 
gency (’are Reanthorization Act) the American 
Burn Association”. 
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1 (c) CoxFOKMixc; A.mexd.mexts. — I'iu-t 1> of title XII 

2 of the Pohlie IleaHh Si'nice Aet is iinieiided — 

3 (1) in section 121H(c){2) (42 IT.H.t’. 300(1^ 

4 18(c)(2)), in the injitter i)f(‘cedine' sul)pai'af>rnpli 

5 (A), by striking!: “12:)2(1))(:!)” and inserting “section 

6 1232(1))’'; and 

7 (2) in section 1222 (42 I'.S.C. 3(K)(l-22), by 

8 striking “Odobec 1, 2008'’ and inserting “October 

9 1,2017”. 
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[DISCUSSION DRAFT] 


114 Tn ('()X(!KESS 
Is’l' SUSHIOX 


H.R. 


To nitHMid titli' XII of l.h(‘ Puhlie lU'altli At'l lo iV!Hitiiori/.(‘ (-(‘rlaiii 

tnmiua can* proj^raias. an«l for oUici- purposes. 


TN THE HOUSE OP REl'KESENTATnTiS 


Mr. RPiUJloss int.ro(hic(‘(i the rollowiiio- bill; which was r{’r('rre<l lo Ihc 
Coniiuiltct* on 


A BILL 

To fuiiend title XII of the I’liblic Heiilth Seniee j\et to 
I'eautliorize eerliiiii t.i-aiiiiia eare proo'i'ains, and for other 
pnr] )oseK. 

1 He it enacted by the Senate and House of Reprcsenla- 

2 lieesofthe United Sluies of Anierica in (’onyress assembled. 

3 SECTION 1. SHORT TITLE. 

4 This Act may he cited as the ‘‘Access to Ijih'-Saviiiy 

5 Ti-auma (’are for All Amei-icans Act”, 
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2 

1 SEC. 2. REAUTHORIZATION OF TRAUMA AND EMERGENCY 

2 CARE PROGRAMS. 

3 (a) Trai’.ma (’exteh Cake (tHaxts. — H i'ctiou 1245 

4 of tlK' Public Ilcaltli Kenicc Act (42 II.S.C. :]()0{l-45) is 
.5 aiiiciub'd in the th'.st staitencc — 

6 (1) by stfikino- “2009, aiul such’’ aixl iiiscHinii' 

7 “2009, such”; and 

8 (2) by inscrtiii”- befort* the jaa-iod at tlie end the 

9 following: and HilOO.OOO.OOO foe each of fiscal 

10 years 2010 thi'ough 2{)2()’'. 

11 (h) IXTEK.UiEXCV PK(H!KA3i FOR TltAtAUA RE- 

12 SEARCH, — Section 12()1(i) of the Public Health Service 

13 Act (42 P.S.C. :!00(l--(il (i) ) is anuaided by striking “2001 

14 thi'ough 200')” and all that follows through the i)erio(l at 

15 the end and in.serting “2015 through 2020.”. 

16 (c) Trafm.s Service Avaii.-aiulity ({rants. — S ee- 

17 tion 1282 of the Public Health Service Act (42 U.S.C. 

18 300(1-82) i.s amended by striking “2015” and ins(*rting 

19 “2020”. 

20 SEC. 3. alignment of programs under assistant sec- 

2 1 retary for preparedness and re- 

22 SPONSE. 

23 Section 281 1 (c)(2)(P) of the Public Health Senici' 

24 A('t (42 U.S.C. 300hli-10(c){2)(F)) is amended by strik- 

25 ing “ti-auma care uiuku- jiarts A through (’ of title XH” 
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3 

! <iad “trauma care uiuler parts A tlir<)\i<>ii !) of 

2 title XII and pai-t H of such title”. 

3 SEC. 4. TECHNICAL CORRECTIONS RELATING TO TRAUMA 

4 CENTER GRANTS. 

5 (a) ClARIFK’ATlOX OX RT.Kaiii.K THAP.3IA ('EX- 

6 TEH.s. — Kection 1241(a) of the Public Health HeiA’ice Act 

7 (42 U.S.tf 3()()d-41(a)) is amended ))y sli-ikiiio “(lualified 

8 |)ul)lie, nonpi'ofit Indian Health Kta-vice, Indian tribal, aiul 

9 urban Indian trauma centers” and insi’ilino “(|iialified 

10 puljlic tiwtma centers, {|ualifi(Ml n()ni)rofi( trauma centers, 

11 and ([ualil'ied Indian Health Service, Indian ti'ibal, and 

12 urban Indian trauma c('nl<'rs”, 

13 (1)) TltAl'MA ('EXTEK HKAXTS {^ttM.lEK'ATlOXS FOR 

14 St'lssTAXTiAi; Ilxcotri'ExsATEi) PARE CosTS. — Section 

15 1241 {b)(3)(l)) of th(' Public IP'alth Servici' Act (42 

16 U.S.C. 300(1-41 (l))(3)(P))) is amendc'd — 

17 (1) in clause (i), by striking “35” and insertiu”’ 

18 “30”: and 

19 (2) in chuise (ii), by striking “50” and inserting 

20 “40”. 

21 (c) PiARiFU'ATiox Relatixa; to Traiama Pextek 

22 (iRAXTS. — The headino; for part D ol' title XII of the Pub- 

23 lie Health Service Act (42 H.S.P. 300d-41 et seep) is 

24 amended to read as follows: “TRAUMA CENTERS”. 
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ilKilUTO!)] 


Si<:nat\n'c of Mi'ttibcr) 


IUtii ('()X(!RESH 
1st Skksiox 


H.R. 


To iiH])rov(' cHtornMnont elTorts related to |n-{‘seri|)l ion dru^- diversion and 
abuse, and for otlaa' purposes. 


IK THE IIOTTSE OF EEPRESENTATIMKS 


^[r. i\f.\Plxo infrodueeil the following- liill; wliieh was referred to the 
('oiuiuittee on 


A BILL 

To improve enloreenient efforts I'eliited to iire.scriiitioii 
(livi'rsioii and ahiise, and for oilier pnrposi's. 

1 Be H eiuiclrd hi/ Uic ScikiIv iiikI IlmiHe of Rrpreseiila- 

2 lives ofihe Uniled Htales ofAmerieii in ('oiiijress asseiiiMed, 

3 SECTION 1. SHORT TITLE. 

4 This i\(d may lie cited as (he “Ensuring- Patient Ac- 

5 cess and Efh'ctive Drug Enfoi-cement Act of 201 5'’. 

6 SEC. 2. REGISTRATION PROCESS UNDER CONTROLLED 

7 SUBSTANCES ACT. 

8 (a) Dupixmoxs. — 
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■2 

1 (1) Factors as may re hei.evaxt to and 

2 COXSISTEXT WITH THE I'CRIJC HEALTH AX'D SAFE- 

3 TY. — Section .‘JO:! of the Controlled Substance's Act 

4 (21 F.S.C. 82:>) is amended by addiny at tiu' end 

5 the (‘oll(m’in<r: 

6 “(i) Tn this section, the i)hi-ase ‘faetoi's as may be re'l- 

7 ('vant to and consistent with the public health and salety’ 

8 means factors that are reh-vant to and consistent M'ith the 

9 fimlinc-s contaiiK'd in see-tion 101.”. 

10 (2) IMMIXEXT DAXCEIt TO THE I'FIUJC 

11 HEALTH OH s.\FETY. — Section :l04(d) of the Con- 

12 trolU'd Substance's Act (21 U.S.C. 824(d)) is aineud- 

13 eel— 

14 (A) by striking ”(d) The Attoi'iu'y (len- 

15 eral” and insei-tiii"' “(d)(]) ddu' Attorney (T(,'n- 

16 ('I'ar'; and 

17 (I>) by adelinc- at the end the follewiiic: 

18 ”{2) In this subsection, the* jehrase ‘imminent danye'r 

19 to the pu1)lie health or safety' means that, in the absence 

20 of an immediate' susjeension orde'r, controlled substance-s — 

21 “(iV) M'ill continue' to be* inte'ntionally distrib- 

22 ute'el or elisiM'iise'd — 

23 “(i) outside the usual coui'se' of profes- 

24 sional practice'; eer 


f:\VHLC\1 22914\1 2291 4,027.xtnl 
December 29, 2014 (12;57 p.m.) 


(58692412) 



108 


F:\M 1 4\M ARINO\M ARINOJX) 1 .XML 

•> 

o 

1 “(ii) ill :i inniiiier that poses a pri'sent or 

2 foresei'iihle risk of serious aih’orsi' liealth con- 

3 se(|neiH‘(‘s or death; or 

4 “(B) will eontimie to lie iiiteiitionalh' diverted 

5 outsidi' of le»it,iniate distribution elianni'ls.’’. 

6 (1)) OpfoirrrxiTV To HctsMiT ('oui;e(TIVE Actiox 

7 Plax Prior to P.kvocatiox or Si'spexsiox. — S ub- 

8 section (e) of section 304 of the Pontrolk'd Hnbstanees Act 

9 (21 P.S.C, 824) is amendeil — 

10 (1) by sirikine the last two sentences in such 

1 1 siibscHdioii; 

12 (2) by strikiii”' “(c) Before” and inserting 

13 “(c)(1) Before"; and 

14 (4) by adding at the end the following: 

15 “(2) An order to show cansi' under iiaragraph (1) 

16 shall — 

17 “(A) contain a statement of the basis for the 

18 (h'liial, revocalion, oi- suspension, including s])ecific 

19 citations to any laws or r('gulations alleged to he vio- 

20 lated by the a])plieant oi- registrant; 

21 “(B) direct the applicant or registrant to ai)- 

22 pear bd'ore the Attorney (u'lu'ral at a time and 

23 place stated in the order, hut no less than thirty 

24 da>’s after the dale of i-ecei|)t of the ordi'r; and 
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1 ‘‘(C) notify tlu' appliciiiit or r('«jsti-imt of tlu' 

2 o|)])()t1\iiiity to sul)iint a con-eetm' action plan on or 

3 before the date of appearance. 

4 “(o) Ttpon review of any coi’rcH'tive action plan sub- 

5 initted by an a]ii)licant or ri'^istrant piirsmant to i>ai'a- 

6 '•rapli (‘2), the Alforiu'y (ienei’id shall deterniiiu' whether 

7 denial, r(A’Ocation oi- snsiHMision procei'din<>'s should be dis- 

8 contiiUH'd, or deferred foi' the pniposc's of modification, 

9 ainendnumt, or clarification to such plan. 

10 “( 4 ) Proc('e( linos fo (k'liy, I’evoke, oi- suspend shall 

11 !)(' conducted pursuant to this section in accoixlanee with 

12 suhehapter II of chapter a of title a. Such iHWS'edinos 

13 shall be independent of, and not in lieu of, criminal pros- 

14 ('(nitions or other proceedings niuU'r this titU; or any otlu'r 
1.5 law of the Tfnited States. 

16 “(a) TIu' re()nireinents of this subsection shall not 

17 apply to the issuance of an immediate suspension order 

18 under subsection (d).”. 

19 SEC. 3. REPORT TO CONGRESS ON EFFECTS OF LAW EN- 

20 FORCEMENT ACTIVITIES ON PATIENT AC- 

2 1 CESS TO MEDICATIONS. 


22 (a) I\ CexeraIj. — N ot later than one _vear after the 

23 date of enactment of this Act, the Seci'ctary of Health and 

24 Human Sen-ices, acting- thi-ough the ('onmiissioner of 

25 Pood and Drugs and tlu* Diix'ctor of the (tmtei-s for Dis- 
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1 eilso (’oiitrol and Pi-nventioii, and in (‘onsnitaiion with tiu* 

2 iVdininistratof of llie Dm^: EnforceiiKnit Ad)ninistT'ation 

3 and the Diix'etor of Na1ion;d Di'u<i' (’ontrol Policy, shall 

4 siihinit a iH'port to the ( 'onnnittees on tIu' Judiciary of 

5 the House of liepr('sentativ('s, the Coniinittee on Energy 

6 and (’onnnerca* of the Iloiisi' of Representatives, the (toin- 

7 inittis' on tlu' Judiciary of the Senate', and the Coniinittee 

8 on Health, Education, Eahor and Pensions of the Senate 

9 identifying — 

10 {!) olistacles to legitimate ])atient acce'ss to con- 

11 trolled substance's; 

12 (2) issue's with eliversion of eontreille-'d sub- 

13 stani'i's; ane! 

14 (J) how collaboratiem be'tween Ee'deral, State, 

15 lex'al, aiiel tribal law e'nfore'enu'iit agencie's anel the 

16 pharniae'entie'al industry can bi'ne'fit patie'iits a.nd 

17 preve'iit eliversiem and abuse' of controlle'el substaiu'es. 

18 (b) Coxsiu/rATlox. — The re|)ort uneler subse'ctiem 

19 (a) shall ine-eirporate fee'elback anil reconune'iidations from 

20 the' following: 

21 ( 1 ) Patiemt groujes. 

22 (2) Pharmaeie's. 

23 (tJ) Dnig inanufae'ture'rs. 

24 (4) Common or e-ontrae't e'arrie'rs anel ware'- 

25 house'tiien. 
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1 (5) Hospitals, ])liysii'iaiis, and other health eai'e 

2 p]-ovi(leT-s. 

3 (()) Htate attorneys general. 

4 (7) Federal, State, locid, and tribal law enforee- 

5 ineiit ai>'eneies. 

6 (8) IF'altli insurance provi(l(>rs and (aitities that 

7 ])rovide pharmacy benefit managmiumt seniees on 

8 behalf of a health insurance i)r()\'i(ler, 

9 (9) 'Wholesale drue- distributoi’S. 
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Union Calendar No. 451 


113TII (‘()N(iKESS 
2l) SUKSIOX 


H. R. 4299 


[Report No. 113-565, Parts I and 11] 


To aitioji(! iito (.’onti’oMiMl SuhslaiM-os A<'t with r(‘s|)(‘{'t to di'u^' schoduliii^- 
r('foiniiuiidi>ti(»js Iw the Secretary of Health and Human S(M'vi(‘es. ami 
witli respect to rej>istration of mamira<'ttir<Ts and distrihutoi's s(‘(‘kin^' 
to conduct clinical testing-. 


IN THE HOUSE OF I^EPRESENTATR^ES 

Mauch 2(), 2014 

'Sir. Urrrs (for himsidf atui Mr. I'Al J.oNlH intr(KhiC(‘d the following I)!!!; which 
was r(Terr(‘d to t)i(> (.'ommiltet' on Mnero'y and (’omm(>rce, and in addition 
to tlie ( 'oniinitte(‘ on th<‘ Judiciary, for a pciaod to !h‘ sui>s(MiU(‘ntly deter- 
min(*d i)y tim Spealau'. in each cast' for consideration of sucli pi’ovisions 
as fall withiii the jurisdiction oftlu' committee concenuMi 

Jt'l.V 29. 2014 

H<'port<‘d fi'om tlie ('ommitte<‘ on Kmu-oy and (’oimm'rci' 

Jt:i.Y 29, 2014 

I-h'ferral to tla‘ ('ommilte(‘ on the Jmliciaiw eNlemhHi for a period endiiio' not 
laO'r than Heptemher 19, 2014 

Skptkmukk 19. 2014 

Additional spmtsors: Mr. I>!'K<n-:ss, Mr.s. McMoh’tns Koih;prs, Mrs. Hi.ack- 
lU'HX, Mr. (OXASUKV of (leor^ia. Mr. (dx'lKl'lTll of Mi'^'inia, i\fr. Hkn'K 
Hkkkx of Texas, Mr. Hatta, Mr. Mxcrl. Ms. SuKA-ToRTF-iR :Mr. 
Hf r rFHi-'tFta). Mr. Toxko. Mr. Jcmxsox of Ohio, iMr. H.\in’FH. and 
Mr. {'oFl.lX.s of (leoro-ia 
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SKi’TraniiCH 19, 2014 

H(‘j)()i t(Ml Odtn the ( ‘oinniiltcc on the Judieiary with an aniendnient 
|S!i-jk(' oni :it! ailrr lh<‘ (•lans<' and insert the part ]Minf<‘<i in italic! 

l('xl Ilf intrnilui-(sl hiii, see i-upyof hill as introdim’d on March 'Jli, 


A BILL 

To amend tlu' (’ontrolled Snbstaiu'es Aet witli respect to 
dni"- scheduling vecoiiunendatioiis l)y the iSecretary of 
Health and Unman Ken-ices, and with r('si)ect to reg- 
istration of inannfactnrers and distrilnitors seekinfi' to 
conduct clinical teslinji'. 


■HR 4299 RH 
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1 He H enacivi! hi; the Senate and House of Heprescnta- 

2 iivcs of the tdiited Stales of America in ('oiapess assembled, 

3 SECTION 1. SHORT TITLE. 

4 This Act mail be cited as the “Improving Regukdorij 

5 Transpareneij Ji)r fetv Medical Therapies Act”. 

6 SEC. 2. SCHEDULING OF SUBSTANCES INCLUDED IN NEW 

1 FDA-APPROVED DRUGS. 

8 Section 2()I(a) of the Controlled Substances Act (21 

9 U.S.C Sll(a)) is amended hi/ adding at the end the fol- 

10 lowing: ‘Ang such proceedings initiated at the request of 

1 1 the Secrelarij under this subsection to control a drug or 

12 other substance not previouslg scheduled, where the Sec- 

13 retarg hits m'oin mended the drug or other substance he 

14 placed in schedule //, III, If or r, shall be commenced 

15 not later than 120 dags after receipt of written rcc- 

16 ommenda! ions from the Secretarg. The fimd rule sludi be 

17 issued not later than (iO dags after the dide on which both 

18 the jriiblie eominent period has closed and the drug or other 

19 substance is the subject of an approved new drug applica- 

20 Hon under section bOP of the Federal Food, Drug, and. ('os- 

21 metie Act. unless a hearing on the proposed rule is granted 

22 bg the Atlorneg (ieneral.’s 

23 SEC. 3. ENHANCING NEW DRUG DEVELOPMENT. 

24 Section 203 of the Controlled Substances Act (21 

25 HS.C H22) is amended bg adding at the end the Jbllowing: 


•HR 4299 RH 
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1 “(i)(0 Foi' I fit' purposes of regislral 1011 to manufueiure 

2 (I coiil rolled siihsloiire Kiider subseel io)i (d) of this seehon 

3 for use oidij iii a eliirleal frud, the Attoruep (ienertd sludl 

4 regislc}' (lu opplieoul or serre (lu order to shoir eause ufjoii 

5 (III (ipplieoid pursudul to seelioii .'-104(e) of this Ael not Idler 

6 thdu ISO (Idijs djier receipt ofau djiplietd ion inid dll infor- 
1 iiidlioii the Allornep (lencird deems ueeessarti to make a 

8 (lelermindlion under suhsiudloii (d). 

9 ‘'(d) For the purposes of registndiou to ina uufucfu re 

10 d coiil I'olled subsiduee under subsection (a) for use only in 

1 1 a clinieid trixd, the Allorncy (ienend sludl, in aveordance 

12 with reyulid ions issued by the. Atlorneij (jenerdl, issued no- 

13 lice of applied Hon not Idler tluin !)() ddijs after reeetpt of 

14 an (.ippliei.dion and (dl hiforniid ion the Attorney (ienend 

15 deems necessary to issue a notice of djjplicid ion. Following 

16 the close of the eonnneut period and receipl of (dl inforrna- 

17 lion Ihe Allorncy (ieuerdi deems uece.s.siiry to niidee a deler- 

18 mi not ion under subsection (a), the Attorney (tencnd sludl 

19 register an applicdul or serre an order to show cdiise upon 

20 an applicant pursuant to section d04(c) of this ^ict within 

21 ISO days, unless a Iwdring on the appl icidion has been 

22 granted by the Attorney (Ienend pursuant to section 

23 lOOS(i) of the ('ontrolled Fubstanees Import and E.rporl 

24 . 1 / 7 .”. 


•HR 4299 RH 



116 


Union Calendar No. 451 


I l.iTII (.'OXCKKSS 
'Jl> SkssIOX 


H. R. 4299 


[Report No. 1 13-565, Parts I and 11] 


A BILL 

'I'o jniiuiul till' ( ‘(>iit.r<)!l<*<l Snbstmuvs Act. wit.li re- 
spect to (Iru^ scliediilin'r reconimeinhuions by the 
Secretary oC Health am! Ihunan 8i*rvices, and 
with respect to registration of nianufactnrers atui 
<listri])utors siM'kin*’- to comlnct clinical t(‘stiii”:. 


S[-:i*tkmiu:k I ‘JOl 4 

Kt'portt'd tVom tin* Comitiitln* on the Jndieian' wilh an 
aiiuaidmetir 
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Statement 

Mr, Chairman and Members of the Committee, thank you for the opportunity to submit a 
written statement for the record in conjunction with the Health Subcommittee hearing 
entitled “Examining Public Health Legislation to Help Patients and Local Communities" 
held on January 27, 2015. We are especially appreciative that the Subcommittee is 
examining reauthorization of the NASPER program. We appreciate your attention to this 
critical issue and are pleased to present our thoughts on how to improve the program by 
allowing states to share information with each other in order to identify at the point of 
dispensing patients who may be abusing prescription drugs. To assist the Committee, 
we have included the attached white paper, “NCPDP Recommendations for Improving 
Prescription Drug Monitoring Programs." 

The National Council for Prescription Drug Programs (NCPDP) is the multi-stakeholder 
problem solving forum for healthcare and American National Standards institute (ANSI) 
accredited standards development organization for the pharmacy services sector. 
NCPDP provides the proven forum and process for diverse healthcare stakeholders to 
work together for the common good. Industry solutions include standards and guidance 
for real-time claims adjudication, eligibility verification, payment reconciliation, HIPAA, 
medication history and patient safety, uniform ID cards, electronic prescribing, electronic 
prior authorization, REMS and more. 


Prescription Drug Abuse 

Prescription drug abuse is one of the fastest-growing drug problems in the United 
States as evidenced by the research of multiple independent and government agencies 
including the Centers for Disease Control (CDC) and the Office of National Drug Control 
Policy (ONDCP). The CDC has declared the problem an epidemic with instances of 
100 unintentional overdose deaths per day, ONDCP finds that deaths involving opioid 
prescription drug abuse and overdose occurred four times as much in 2010 as they did 
a decade earlier. Drug-induced overdose deaths now surpass homicides and car crash 
deaths in America at a cost of more than $193 billion annually. 


Prescription Drug IVIonitorinq Programs (PDMPs) 

PDMPs are an important tool in the fight against prescription drug abuse. The Hal 
Rogers Program and NASPER have allocated critical funds to states in order to 
develop, maintain and update state databases in order to track the dispensing of these 
controlled medications. However, in the years since PDMPs were first developed, the 
prevalence of prescription drug abuse has changed dramatically - it is now a national 
problem, yet the technology used in state programs has not adapted to effectively 
combat these new challenges. 
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While NCPDP strongly supports a renewed emphasis on addressing this issue, simply 
funding existing programs at higher levels will likely not lead to the desired outcome of 
decreasing prescription drug abuse. Specifically; 


• Traditionally prescription drug programs have focused on combatting incorrect 
dispensing instead of stopping the abuse before the prescription is filled; 

• The current prescription monitoring communication process is systemically 
burdensome and does not effectively provide information at the point-of-care and 
in a timely manner across all state lines.; and 

• State by state approaches to combatting prescription drug abuse have led to 
uneven success: the most recent SAMHSA National Survey on Drug Abuse 
showed that drug-traffickers have moved westward to states with looser 
restrictions. 


NCPDP Supports Systemic PDMP Improvements 

Through the use of existing, interoperable industry standards, providers will be able to 
share real-time information to enable prescribers and pharmacists to make clinical 
decisions prior to writing and dispensing medications for proactive intervention and to 
stop abuse before it starts. The burden on providers is reduced by incorporating drug 
abuse information within their workflows. Prescribers and pharmacists are already using 
NCPDP standards in their everyday operations to send, receive, and bill for 
prescriptions, making it easier for them to assess patient risk and ensure access for 
patients with a valid medical need. 

NCPDP’s PDMP model is a proactive, sustainable, national solution. The benefits to this 
approach are numerous; 

• Shares real-time information at the point of care anywhere in the country through 
the use of existing, interoperable industry standards. 

• Reduces burdens on providers by incorporating drug abuse information within 
pharmacy and prescriber workflows, with bidirectional communication. 

• Enables prescribers and pharmacists to make clinical decisions prior to writing 
and dispensing medications for proactive intervention and to stop abuse before it 
starts, 

• Ensures access for patients with valid medical needs. 

• Enables individual states to maintain control over its own program, 

NCPDP's model effectively addresses deficiencies in current industry PDMPs and 
provides an onramp for existing PDMPs to optimize value of the programs at both the 
state and national levels. 
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We encourage the Committee and its Members to address the national prescription 
drug abuse problem by adopting advanced and readily available technical solutions as 
described in the attached white paper. 

Thank you, again, for your attention and work on the prescription drug abuse issue. We 
look forward to working with the Committee and its Members going forward in the 
implementation of policy and changes to reduce the instance of prescription drug abuse 
in the United States. 



121 


National Council for Prescription Drug Progriim 


NCPDP Recommendations for lmpro¥ing 
Prescription Drug Monitoring Programs 
fPDMP) 


Version 1.0 

March 2013 






122 


NCPDP Recommendations for Improving Prescription Drug 
Monitoring Programs (PDMP) 

Version 1.0 


NCPDP recognizes the confidentiality of certain infrxmation exchanged electronicaiiy through the use of its standards. Users 
should be familiar with the federal, state, and local laws, regulations and codes requiring confidentiality of this information and 
should utilize the standards accordingly. 

NOTICE: In addition, this NCPDP Standard contains certain data fieWs and elements that may be completed by users with the 
proprietary information of third parties. The use and distribution of ttiird parties' proprietary information without such third parties’ 
consent, or the execution of a license or other agreement with such third party, could subject the user to numerous legal claims. 

All users are encouraged to contact such third parties to determine whether such information is proprietary and If 
necessary, to consult with legal counsel to make arrangements for the use and distribution of such proprietary 
information. 
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Disclaimer 

This document is Copyright © 2013 by the National Council for Prescription Drug Programs 
(NCPDP). It may be freely redistributed in its entirety provided that this copyright notice is not 
removed. It may not be sold for profit or used in commercial documents without the written 
permission of the copyright holders. This document is provided “as is” without any express or 
implied warranty. 

While all information in this document is believed to be correct at the time of writing, this 
document is for educational purposes only and does not purport to provide legal advice. If you 
require legal advice, you should consult with an attorney. The information provided here is for 
reference use only and does not constitute the rendering of legal, financial, or other professional 
advice or recommendations by NCPDP 

The existence of a link or organizational reference in any of the following materials should not be 
assumed as an endorsement by NCPDP. 

The writers of this paper will review and possibly update their recommendations should any 
significant changes occur. 

This document is for Education and Awareness Use Only. 
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1. PURPOSE AND SCOPE 

A focus group on Prescription Drug Monitoring Programs (PDMPs) was held in Baltimore, MD on 
October 18, 2012, facilitated by the National Council for Prescription Drug Programs. Goals and 
Objectives of the focus group were to identify the current and future issues and needs regarding 
the exchange of information for PDMPs. Identifying the specific industry challenges and the goals 
of the PDMPs, providers, prescribers, and regulatory agencies, will allow NCPDP to propose 
efficient solutions leveraging existing standards and methodologies as well as develop applicable 
enhancements that would be standardized across the industry. 

The focus group included attendees from pharmacies. Pharmacy Benefit Managers (PBMs), 
intermediaries, prescriber vendors, ePrescribing vendors, software vendors, drug compendia, 
consultants, state agencies. Federal Drug Administration (FDA), Drug Enforcement 
Administration (DEA), United States Department of Health and Human Services (HHS), the 
MITRE group, and NCPDP, 

At the request of the PDMP focus group, during the November 2012 NCPDP Maintenance and 
Control Work Group meeting, the PDMP Task Group was formed, with the initial task of 
developing this White Paper to: (1) examine the problems; (2) identify future needs; and (3) 
recommend solutions for PDMP reporting as well as the role of NCPDP. The goals are (1) to 
complete the white paper and send it to the Office of the National Coordinator (ONC) by March 
2013 to coincide with the MITRE contract timeline, and (2) make the white paper available to the 
industry. 
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2. BACKGROUND 


A PDMP is an electronic database that collects designated data on controlled substances 
dispensed or prescribed within a given state. The data collected usually includes the names 
and/or demographic information for the patient, prescriber, and dispenser; the name and dosage 
of the drug; the quantity supplied; the number of authorized refills; and the method of payment. 

As of February 2013, 49 states, the District of Columbia, and one U.S. Territory have enacted 
legislation that establishes a PDMP. Of those, 43 states have operational PDMPs while 6 other 
states, the District of Columbia, and Guam have PDMPs that are not yet operational. Illustration 
1 below displays the status of the PDMPs across the United States. ' 

Illustration 1 

Status of Prescription Drug Monitoring Programs 



PDMPs are established and managed at the state level and can vary considerably from state-to- 
state. Some areas of variation include: 


PDMP Training & Technical Assistance Center, Brandeis University. Available at 
http://www.pdmDassist.ora/pdf/pmpDroaramsiatus2013 pdf 
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• Organizational structure. Each state determines which agency houses the PDMP and 
how it is operated. 

• Substances monitored. PDMPs monitor controlled substance prescriptions and other 
drugs with potential for abuse. This varies by state. 

• Level of access. Some PDMPs allow law enforcement to access the database directly: 
others require law enforcement to obtain a court order or subpoena to access data; and 
some allow indirect access via a report in response to a request from law enforcement as 
a part of an active investigation. 

• Solicited and Unsolicited Reporting. In some states, the PDMP is “reactive” meaning 
that only solicited reports are generated in response to a query by authorized users such 
as prescribers, dispensers and other groups with the appropriate authority. PDMPs of 
other states, in addition to providing solicited reports, are “proactive", generating 
unsolicited reports when there is reason to suspect that violations on the part of the 
patients or users have occurred,^ 

• Purpose and Usage. The purpose is dependent on user intent and varies by user. Users 
may be law enforcement, regulatory agencies, state payer programs, researchers and 
providers. 

• Timeliness of data. Timeliness of PDMP reporting varies by state — anywhere from 
monthly to real-time. 

• Interoperability. State PDMPs vary widely whether information contained in the 
database is shared with other states. While some states do not have measures in place 
allowing interstate sharing of information, others have specific practices for sharing. An 
effort is ongoing to facilitate information sharing using prescription monitoring information 
exchange (PMIX) architecture. The infrastructure of the PMIX program is based on the 
National information Exchange Model (NIEM), which is a data sharing partnership among 
all levels of government as well as the private sector.^ The PMIX Architecture utilizes 
“end-to-end encryption" so that no protected health information can be stored at the hub. 
The encrypted data leaves the sending state PDMP system and cannot be decrypted 
until it reaches the receiving state PDMP system. 

• Reporting Formats. State PDMPs are currently using different versions of the American 
Society for Automation in Pharmacy (ASAP) data transmission formats, 

• Multiple Work Groups. The Office of the National Coordinator for Health Information 
Technology (ONC) has various work groups determining best practices for standardizing 
the use of PDMP programs."' 


^ Simeone R, Holland L Simeone Associates, Inc. (2006, September 1 j. An evaluation of 
prescription drug monitoring programs. Retrieved September?, 2009, from National Alliance 
for Model State Drug Laws Official Site 
website: http://www.sirneQneassociates com/simeone3.Ddf 

^ Alliance of States with Prescription Monitoring Programs. Prescription Monitoring Information Exchange 
^PMIX), is avaiiable at http://pmpallia nce.ora' 

‘ United States Department of Health and Human Services (HHS), More doctors adopting EHRs to improve 
patient care and safety, available at httD://vwvw.hhs.aov/news/Dress/2012pres/1 2/201 21 21 2b.html 
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3. GLOSSARY 

ASAP 

American Society for Automation in Pharmacy (ASAP) has various versions of different 
layouts for PDMP reporting. 

Authorized Healthcare Professionals 

Healthcare professionals involved in patient treatment who may or may not have 
prescribing or dispensing authority, need access to PDMP data, and have the ability to 
appoint delegates. These licensed healthcare professionals could include practitioners 
who work in fields such as medication therapy management, disease management, 
behavioral health that involves utilization management review and case management, 
and practitioners such as substance abuse clinicians and psychologists. 

Clinical Data 

Concepts or terms applying to the clinical delivery of care. 

Clinical Decisions 

Judgmental process clinicians use to make logical, rational decisions to decide whether 
an action is right or wrong. Clinical Decision Support (CDS) is defined as "providing 
clinicians or patients with clinical knowledge and patient-related information, intelligently 
filtered or presented at appropriate times, to enhance patient care. 

DEA Number 

A number assigned to a health care provider by the U.S. Drug Enforcement 
Administration (DEA) allowing them to write prescriptions for controlled substances. 
Legally, the DEA number is solely to be used for tracking controlled substances. It is 
used by the industry, however, as a general "prescriber number" that is a unique identifier 
for anyone who can prescribe medication. 

Dispenser 

Pharmacy or physician authorized to dispense controlled substances 


FTP 

File Transfer Protocol; commonly used protocol for exchanging files over any network. 
Manual Claim Form 

Various forms used by the provider of service to submit a claim to the patient's payer or 
insurer or the state. 


NABP 

National Association of Boards of Pharmacy 

NCPDP 

National Council for Prescription Drug Programs 

NDC 

National Drug Code describes specific drugs by drug manufacturer and package size. 


^ Informatics and Clinical Decision Support, Kathryn A. Walker, PharmD, BCPS Faculty and Disclosures CE 
Released: 03/07/2008; Valid for credit through 03 / 07/2009 accessed February 1 4, 2013 

htto://www.medsoam. ora/viewarticle/57 1 099 
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NPI 

National Provider Identifier is a unique 10-digit identification number issued to health care 
providers in the United States by the Centers for Medicare and Medicaid Services. 

ONC 

Office of the National Coordinator for Health Information Technology 

POMP 

A PDMP is a statewide electronic database which collects designated data on 
substances dispensed in the state. The PDMP is housed by a specified statewide 
regulatory, administrative or law enforcement agency. The housing agency distributes 
data from the database to individuals who are authorized under state law to receive the 
information for purposes of their profession.® 

Prescriber 

A practitioner authorized by state and federal agencies to prescribe controlled 
substances. 

SCRIPT Standard 

The NCPDP SCRIPT Standard is used for transmitting prescription information 
electronically between prescribers, providers, and other entities. The standard addresses 
the electronic transmission of new prescriptions, changes of prescriptions, prescription 
refill requests, prescription fill status notifications, cancellation notifications, relaying of 
medication history, transactions for long-term care, and other transaction functions. The 
SCRIPT Standard is named in the Medicare Modernization Act. 

SFTP 

Secure File Transfer Protocol (also referred to as SSH File Transfer Protocol); provides 
file transfer and manipulation functionality over any reliable data stream. 

SSL 

Secure Sockets Layer; cryptographic protocol that provides secure communications for 
data transfers. 

Telecommunication Standard 

The NCPDP Telecommunication Standard is used for the electronic submission of 
eligibility verification, claim and service billing, predetermination of benefits, prior 
authorization, information reporting, and controlled substance (general and regulated) 
transaction exchanges. The Telecommunication Standard is named in HIPAA and the 
Medicare Modernization Act. 


° Source, U.S. Department of Justice, Drug Enforcement Administration, Office of Diversion Control accessed 
February 27, 2013 website: htto://ww» deadiversion.usdoi.aov/iaa/rx monitor.htm . Accredited to the National 
Alliance for Model State Drug Laws (NAMSDL) website: http:/Amm.namsdl org/home.htm 
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4. THE PROBLEM 

According to the Office of National Drug Control Policy, prescription drug abuse is the nation's 
fastest-growing drug problem, and prescription drug overdose deaths have been classified as 
epidemic by the Centers for Disease Control and Prevention. An integrated workflow solution to 
provide a streamlined, standard communication process would enhance the ability of the health 
care provider to address the epidemic and mitigate patient care risks. The current prescription 
monitoring communication process is outside the workflow process and systemically 
burdensome. It does not effectively provide information in a timely manner or evaluations across 
all state lines and across all pharmacies. 

From a pharmacist's and prescriber’s perspective, workflow integration and the adoption of 
national standards is critical to allow the provider to identify potential drug abuse, diversion, and 
evaluate patient safety risk and to make appropriate clinical decisions before a prescription is 
written or dispensed. 

In addition to a pharmacist’s and prescriber's perspective, there are other entities that impact 
prescription drug monitoring programs, such as emergency departments, pain clinics, dispensing 
physicians, and ambulatory surgery centers. These entities may provide information for PDMP 
reporting and may need access to reporting information. 

4.1 Pharmacy Perspective 

From a pharmacy perspective, today's processes for using PMDPs for preventing prescription 
abuse and evaluating patient safety risk are not adequate. Barriers include: 

• Lack of real-time interoperable databases among all the states 

• Lack of a nationally adopted ANSI or other accredited standard for real-time reporting to 
state PDMP databases. 

• Lack of a standard set of data elements and values to make interoperability possible. 

• Lack of real-time response for validating accurate data. 

• Lack of a real-time response in order to make clinical decisions before the prescription is 
dispensed. The current process is manual and outside of the pharmacy workflow. 

4.1.1 Evaluation of Prescription Data 

• No standard measurement for evaluating clinical risk among patient and pharmacy 
history and doctor prescribing data submission and verification. 

• Response to data submissions and queries is untimely. As a result, the process of 
storing the data is inefficient, whereby clinical decisions could be at risk. 

• Lack of validation of accurate prescription data elements required for PDMP at the 
time the prescription is dispensed. 

• PDMP alerts are not available within the pharmacy dispensing workflow. 

4.1.2 Reporting/Data Submission 

• Pharmacy has varying requirements by state for submitting PDMP data. The result is 
supporting multiple transaction layouts that increase administrative costs, 

• If the data submitted is inaccurate or incomplete (i.e. missing patient zip code), the 
notification and update process is inconsistent amongst the different programs. 

• Frequency of data submission varies from state to state: 
o Near real-time-1 state 

o Daily-2 states 
o Weekly-22 states 
o Bi-weekly-1 1 states 
o Monthly-6 states 
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o Every 6 weeks- 1 state 

• Data and format requirements vary from state to state. Most stales require data 
formatted in various versions of the American Society for Automation in Pharmacy 
Standards (ASAP). 

• Pharmacy compliance monitoring varies by state. 

• Data is not normalized (i.e. address/city/state, one vs. 1) 

• Data is delivered using many automated and manual methods (such as): 
o Secure FTP over SSH 

o Encrypted File with OpenPGP via FTP 
o SSL Website 

o Physical Media (Tape, Diskette, CD, DVD) 
o Universal Claim Form submission 

4.1.3 Accessibility 

• Internal security firewalls can prevent access to databases. 

• Gaining access to state PDMPs varies widely from state to state. 

• Access is unavailable to those participating in the dispensing and clinical processes. 

• Pharmacy does not have access to PDMP data within their workflow and must 
interrupt workflow to access an external database. 

• Lack of access to PDMP data across state lines impacts the pharmacy's ability to 
make accurate clinical decisions. 

• Pharmacists providing patient care (clinical services such as Drug Utilization Review 
and Medication Therapy Management) should have access to PDMP data prior to 
comprehensive medication reviews. 

4.1.4 Data Integrity 

• Gaps in data (e g. not all Indian Health Services, state specific programs, and other 
providers and locations that are administering and dispensing medications are 
included.) 

• Missing, incomplete and/or invalid data due to lag in reporting and validation leads to 
incomplete records. 

4.2 Prescriber Perspective 

From a prescriber perspective, the current process for preventing prescription drug abuse is not 
adequate for addressing the need for improving patient safety. The ePrescribing process is a 
method to help data verification reporting accessibility but prescription drug monitoring 
information needs to fit into the prescriber’s ePrescribing workflow. Barriers include: 

4.2.1 Data Verification 

• Access to the PDMP data is a manual process and does not fit into the prescriber’s 
workflow. 

• Data varies by state, and is inconsistently organized and/or presented. 

• Clinical decisions are not integrated into the prescribing process. 

• Individual state record look-up often times-out after several seconds. 

4.2.2 Reporting 

• Lack of completeness and filtering of data 

• Data duplication 

• Lack of timeliness in reporting the data makes it difficult for prescribers to make 
clinical decisions. 
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• Data and Format requirements vary by state making it difficult for prescriber vendors 
consuming the data. 

4 . 2.3 Accessibility 

• Medication history is not shared real-time on a national level. 

• Prescribers are notified of doctor shopping issues outside of their workflovsr, i.e. email. 

• State specific regulations, i.e. California not allowing prescriber access to medication 
history. 

4 . 2.4 Data Integrity 

• Gaps in data (e.g. not all Indian Health Services, state specific programs, and other 
providers and locations that are administering and dispensing medications are 
included.) 

• Missing, incomplete and/or invalid data due to lag in reporting and validation leads to 
incomplete records. 
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5. IMPROVEMENT RECOMMENDATIONS 

By leveraging existing industry standards and processes, several recognized problems are 
resolved. 

5.1 Standardization 

• Require a minimum set of data elements to be submitted by dispensers systems to 
the PDMP to be adopted by all states. 

• Require one standard transaction format for reporting PDMP, one standard 
transaction for inquiry and one standard transaction for response. 

• Enable accurate reporting of prescriber NPI and DEA numbers. 

• Require accurate reporting of all reportable ingredients including compound 
ingredients. 

• Create and adopt a nationally recognized clinical risk score to assist prescribers and 
dispensers with clinical decisions. 

5.2 Real-Time Reporting 

• Provide timely access to data as appropriate to all impacted parties for real-time 
decision making. 

• Reduce reporting delays by allowing PDMP type rejections to be corrected at point of 
adjudication. 

• Improve patient quality of care with clinical decision alerts presented at the time of 
prescription writing or dispensing. 

• Enable the exchange of information across states to create a comprehensive picture 
of prescribing and dispensing patterns. 

• Report Date Filled or Date of Service rather than Date Sold (Date delivered or 
shipped.) 

• Eliminate the need for zero reports (no schedules filled). 

5.3 Central Data Repository 

• Provide PDMPs with more comprehensive multi-state access to data. 

• Provide PDMPs with more accurate, timely and consistent data, 

• Provide prescribers and pharmacies centralized access to accurate and up-to-date 
data for clinical and other decision making reasons. 

• Provide clinical data to pharmacies and prescribers that are integrated within their 
workflow. 

• Provide data analytics that are more consistent and inclusive. 
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6. PROPOSED SOLUTIONS 

The task group recommends the following solutions to allow authorized healthcare providers, 
including prescribers and pharmacists, to make more informed clinical decisions prior to writing 
and dispensing medications, in an effort to reduce patient prescription drug overdosing and 
abuse. 

1. Adopt a minimum data set and standard transaction format across all states for 
submission of prescription data to PDMPs. 

2. Adopt a minimum data set and standard transaction format across all states for 
submission of dispensing data to PDMPs. 

3. Leverage the NCPDP SCRIPT Standard, including the Medication History transaction, to 
query PDMP data in real-time within the prescriber's work flow to enable appropriate 
clinical decisions before the medication is prescribed. 

4. Leverage the NCPDP SCRIPT Standard, including the Medication History transaction, to 
query PDMP data in real-time within the pharmacy's work flow to enable appropriate 
clinical decisions before the medication is prescribed. 

5. Leverage the NCPDP Telecommunication Standard to support real-time reporting within 
the pharmacy’s workflow to PDMP state repositories. 

6. Leverage the NCPDP Telecommunication Standard to support clinical alerts to the 
pharmacy prior to dispensing, 

7. Leverage the NCPDP SCRIPT Standard RxFill transaction to report to the prescriber 
and/or PDMP the date the medication was delivered or shipped to the patient. 

8. Enable a nationally recognized process to exchange data between PDMP databases. 
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7. FLOWCHARTS 

Transaction Flow Sequence 
(Pharmacy) 



1 - Billing Request to Intermediary 

2 - Billing Request Subset to PDMP 

(#) Transaction 3 - Pre-Processor Editing 

4 - Response to intermediary 

5 - Interpretation of Response 

(?) Processing 6 - Pre-Processor Reject Response 

7 - Billing Request to Processor 

8 - Adjudication of Request 

9 - Response to Intermediary 

10 - Interpretation of Response 

1 1 - Response to Pharmacy 

12 - Data Delivery Request to PDMP 

13 - Accept Response 

14 - Data Delivery Acknowledgement 
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Transaction Flow Sequence 
(Prescriber) 


@ 


PDMP 

Administrator 


( 4 ) 



© 


@1 

1 

1 ▼ 

@ 


■M — 


Svwtch/ j . 



^ @ 

@ 

► 

Intermediary 

^ _ 


Pharmacy 


Request Txn. 

► 


Transaction Flow 

1 - Medication History to Intermediary 

Transaction 

2 - Medication History to PDMP 

3 - Medication History Processing 

Response Txn, 

Processing 

4 - Response to Intermediary 

5 - Response to prescriber 

^ 

6 - eRx to Switch/Intermediary 

7 - eRx to Pharmacy 

8 - eRx Receipt 

9 - Acknowledgement to Intermediary 

10 - Acknowledgement to Prescriber 
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8. APPENDIX A. HISTORY OF CHANGES 
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Abstract 

Ihiblic health authorities have described,' with growing alanhv atl iinprece- 
dented increase in morbidity and mortality issociated with use of opioid pair! 
rclievei s(OPR.s). F-lforts to address the opioid ciisis have focused mainly on 
reducing nonincdical OPR use. Too often overlooked, however, is the need 
for preventing .and treating opioid addiction, which occurs in both medical 
and nontnedical OPR users. Ovcrpre.scribing of OPRs has led to a sharp I 
increase in the prevalence of opioid addiction, which in cum has l>een asso- 
ciateti with a rise in oveixiosc deadw and heroin use, A multifoceied public 
health approach that utilizes primary, secondary, and tertiary opioid addic- 
tion prevention strategie.s is required to effectively reduce opioid-related 
tnotbidity and mortality. We describe the sccn>e of this public health crisis, 
its historical conKxt, contributing faaors, and lines of evidence indicating 
the role of addiction in exacerbating morbidity and mortality, and we provide 
a framework for interventions to address the epidemic of opioid addiction, 
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Over the past IS years, the rate of opioid pain relievers (OPR) use in the United States has 
soared. From 1999 to 20! I, consumption of hydrocodone more than doubled and consumption 
<if oxj'codone increased by nearly 500% (42). louring the .same time frame, the OPR-related 
overdose death rate nearly quadrupled (15). According to the United States Centers for Disease 
Control and Prevention (CDC), the unprecedented increase in OPR consum[)tion has led to die 
“worst drug overdose epidemic in (US) history” (58). Ciivcn the magnitude of the problem, the 
("DC recently added opioid overdtwe prevention to its li.st of toji five pulilic liealth clialienges (! 3). 

Overdase mortality is not the only adverse public health outcome associated with increased 
Oi^R use. The rise in opioid consumption has also been associated with a near doubling in visits 
to emergency rooms for nonmedical OPR use from 2004 to 2011 (69) and in neonatal abstinence 
syndrome from 2000 tt) 2009 (57). Moreover, from 1997 to 201 1, there w'as a 900% increase in 
individuals seeking treatment for addiction to C^PRs (66, 68). The correlation between opioid sales, 
OPR-related overdose deaths, and treatment .seeking for opioid addiction is striking (Figure 1). 

Addiction is defined as continued use of a dnig despite negative consequences (1). Opioids are 
highly addictive because thej' induce euphoria (positive reinforcement) and cessation of chronic 
use produces dysphoria (negative reinforcement). (Chronic exposure to opioids results in structural 
and functional changes in regions of the brain that mediate affect, impulse, reward, and motivation 
(83, 91). The disease of opioid addiction arises from repeated exposure to opioids and can occur 
in individuals using opioids to relieve pain and in nonmedical users- 

Another important feawre of the opioid addiction epidemic is the relationship between OPR 
use and heroin use. .According to the federal government's National Survey on Drug Use arid 
Health (NSDUH), 4 out of 5 current heroin users report that their opioid use began with OPRs 
(54). Many of these individuals appear to be switching to heroin after becoming addicted to 
OPRs liecause heroin is less expensive on the black market. For example, in a recent sample of 
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Figure t 

Rates of OPR sales, OPR-related unimentionai overdusc deaths, and OPR addiction treatment admis.sion.s, 
1999-2010. Abbreviation: OPR, opioid jMtin relievers. .Source; 10. 
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<5pioid-a<Jciicce<l inciivithntis who switched from OPRs to heroin, 94% reported doing so bcc,nise 
OPRs “were far more expensive and harder to obtain” (16, p. 24). 

'I'he increased prevalence of opioid addiction has also been associated with increases in heroin- 
related morbidity and mortality. For e.x-ainple, since 2001, heroin addiction treatment adiniiisions 
for whites ages 20-.^4 hat'c increased shaiydy (Figure 2). During this time frame, heroin overdose 
deaths among whites ages 18-44 increased by 171% (14). 


HIS roRY oi OPIOID ADDicri ION IN 1 HE i Ni'i El? s rA'ri-:s 


The current opioid addiction cri.sis is, in many ways, a replay of histxtry. .America’s first epidemic of 
opioid addiction occurred in the second half of the nineteenth century. In the 1840s, the e.stitnntcd 
national sii|)ply of opium and mor)>hine cotdd have stipponcd a maximum of 0.72 opioid-addicted 
individuals per 1,000 persons (18). 0\’er the ne-xt 50 years, opioid consumption soarcti by 538%. 
It reached its peak in the mid-lSWs, when the supply could have supported a maximum of ~4.S9 
opioid-addicted individuals i>cr l.OOOpersoas.T'hc ceiling rate then began to decline, and by 1920 
there were no more than 1 .97 opioid-addicted individuals per 1 .000 persons in the United States. 

The epidemic had diverse origias. Mothers dosed themselves and their children with opium 
tinctures and patent medicines. Soldiers used opium and inoqihinc to treat diarrhea and painful 
injuries. Drinkers alleviated hangovers with opioids. Chinese iminigrantssmokedopium, a practice 
that spread to the white underworld. But the main stmree of the epidemic was iatrogenic morphine 
addiction, which coincided with the .spread of hypodermic medication during 1870-1895. The 
modal opioid-acldictcd individual was a native-born white woman with a painftil dijsorder, often 
of a chronic nature. 

Ninctccnrh-century jrhysicians adtiicted patients — and, notinfret]ucncly, themselves — because 
they hiul few alternatives to -symptomatic treatment. Cures were scarce and the etiology of painful 
conditions was poorly understood. /\n injection of morphine almost magically alleviated symptoms, 
pleasing doctors and patients. Many patients continued to acquire and inject morphine, the sale 
of which was poorly controlled. 

The revolutions in bacteriology and public health, which reducetl diarrheal and other diseases 
coinrnonty tixated with opium; the development of alternative analgesics such as aspirin; stricter 
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prescription laws; and admonitions about morphine in the lay and professional literature stemmed 
rhe addiction tide. One important lesson of the first narcotic epidemic is that physicians were 
cducable. Indeed, by 1919, narcotic overprescribing was the hallmark of older, less-competent 
physicians. The younger, better-trained practitioners wlio replaced thetii were more circviinspect 
aboin administering and prescribing opioids (5). 

For the re.st of the tw-entieth cenwry, opioid addiction epidemics resulted from transient in- 
creases in the incidence of nonmedical heroin use in urban areas. After World War 11, these 
epidemics disproportionately affected inner-city minority populations, such as the large, heavily 
publicirx'd increase in ghetto heroin use and addiction at the end of the I96()s (24, .17). 


THE SHARP RISE IN PRESCRIPTION OPIOID CONSUMP FION 



a < 






In 1986 a paper describing the treannent of 38 chronic pain patients concluded that OPRs could 
be prescribed safely on a long-term basis (61). Dc.spite its low-quatir\’ evidence, the paper was 
widely cited to support expanded use of opioids for chronic non-cancer pain. Opioid use increased 
gradually in the 1980s. In 1996, die rate of opioid use began accelerating rapidly (38). This 
acceleration was bieled in large part by rhe introduction in 199.3 of OxyContin, an extended 
release fonnularion of owcodone manufactured by Purdue Pharitia. 

Between 1996 and 2002, Purdue Pharma fiinded more than 20,000 pain-related educational 
progranvs through direct sponsorship or financial grants and launched a multifaceted campaign 
to encourage long-tenn use of OPRs for chronic non-cancer pain (86). As part of tltis campaign, 
Purdue provided financial support to the American Pain Society, the American Academy of Pain 
Medicine, the Federation of State Medical Boards, the Joint Commission, pain patient groups, 
and other organir-ations (27). In turn, these groups all advocated for more aggressive identification 
and treatment of pain, especially use of OPRs. 

For example, in 1 99.3, rhe president of the American Pain Society introduced a campaign en- 
titled "Pain is the Fifili Vita) Sign” at tite society’s annual meeting. This campaign encouraged 
health care professionals to assess pain with the "same zeal” as they do with vital signs and urged 
more aggres-sive use of opioids for chronic non-cancer pain (9). Shortly thereafter, the Veterans’ 
Affairs health system, as well as the Joint Commission, which accrediw ho.spitals and other healdt 
care organizations, embraced the Pain is the Fifth Vital vSign campaign to increase the identi- 
fication and treatment of pain, especially with OPRs. Similarly, the American Pain Society and 
the American /\cadcmy of Pain Medicine issued a consensus statement endorsing opioid use for 
chronic non-cancer pain (3 1 ). Although the statement cautioned against impnident prescribing, 
this warning may have been overshadowed by assertions that the risk of addiction and tolerance 
was low, risk of opioid-induced respiratory depression was short-lived, and concerns about drug 
diversion and abuse should not constrain prescribing. 

Prior to the introduction of OxyContin, many phy.sicians were reluctant to prescribe OPRs 
on a long-term basis for common chronic conditions because of their concerns about addiction, 
tolerance, and physiological dependence (80). To ov-crcome what they claimed to be “opiopho- 
bia,” physician-sp{)kesj>ersons for opioid manufacturers published papers and gave lectures in 
which they claimed that the medical community had been confusing addiction with "physit'al 
dei^cndencc.” 'I'hcy described addiction as rare and completely distinct from so-called “physical 
dependence,” which was said to be “clinically unimjM>rtant" (60, p. 300). They cited suidies with 
serious methodological flaws to highlight the claim that the risk of addiction was less than 1 % (28, 
43, 52, 59, 62). 

In atlditi<zn to minimizing risks of OPRs, the cain[>aign advanced by opioid inanufacturers 
and pain organizations exaggerated the benefits of long-term OPR use. In fact, high-quality, 
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long-term clinicii! trials demonstrating the safety and efficaej- of OPRs for chronic iion-cancer 
pairs had never heen conducted. Survev'S of patients with chronic non-cancer pain receiving 
long-cenn OPRs suggest that most patients continued to experience si^ificant chrojiic pain and 
dysfunction (2S, 76). 'ITie CDC and some professional sodedra now warn clinicians to avoid 
prescribing OPRs for common chronic conditions (29). 

.'Vltliough incrcascti opioid consumption over the past two decades has fioen drii-en largely 
by greater ambulatory use for chronic non-cancer pain (8), opioid use for acute ]iain among 
hospitalized patients has also increased sharply. A recent study found that physicians prescribed 
opioids in more than 50% of 1.14 million nonsunpeal hospital admissions from 2009 to 2010, 
often in high d<ises (34). 'Hie Joint Commission’s adoption of the Pain is the Fifth Vita! Sign 
campaign and federally mandated patient satisfaction surveys asking patients to rate how tiften 
hospital staff did “cvervuhing they could to help you with your pain” are noteworthy, given the 
associiuiori with increased hospital use of OPRs. 

REI RAMrNC THE OPIOID CRISIS .AS .AN EPIDEMIC OF ADDICTION 

Policy makers vind the media often characterize the opioid crisis as a problem of nonmcdicat OPR 
abuse by aclolesccnt.s and voting adults. However, several lines of evidence suggest that addiction 
occurring in both medical and nomncdica! users, rather than abuse per sc, is the key driver of 
opioid-reliucci morbidity’ and mortality in medical and nonmedical OPR users. 


Opioid Harms Arc Nor Limited to Nonmedical Users 

Over the past decade, federal ami state |>olicy makers have attempted to reduce OPR abu.se and 
OPR-related overdose deaths. Despite these efforts, moriiidity and mortality asstxiated with OPRs 
have contimicrl to worsen in almost every’ US state (10). Thus far, these efforts have focused 
primarily on presen-ing access to OPR,s for chronic pain patients while reducing nontiiedicai 
OPR use (89), defined as the u.se of a medication without a prescription, in a way other than vis 
prescribed, or for the experience or feeling it causes. However, policy makers who focus solely on 
reducing nonmctiicai use are failing to appreciate the high opioid-related morbidity and inortality 
in pain patients receiving OPR prescriptions for medical ptir|ioscs. 

The incidence of nonincdical OPR use increased sharply in the late 1990s, peaking in 2002 
with 2.7 million new nonmcdical users. .Since 2002, the incidence of nonmedical use has gradually 
declined to ~1.8 million in 2012 (64. 70) (lugurc 3). Although the number of new nomncdica! 
users has declined, overdose deaths, addiction treatment admissions, and other adverse public 
health outcomes associated with OPR use have increased dramatically since 2002. 

A comparison of age groups of iionmedica! OPR users to age groups suffering the highe.st races 
of opioid-related morbidity and mortality' suggests chat strategies focused exclusively on reducing 
nonmcdical OPR u.se arc insuflicient (Figure 4), .Although past-month nonmcdical use of OPRs 
is mo,st common in teenagers and young adults between the ages of 1 5 and 24 (65), OPR overdose 
deaths occur mtisc often in adults ages 45-54, and the age group that has exiierienced tiie greatest 
increase in overdose mortality over the jwst ilecailc is 55-64 (1 5), an age group in which medical 
use of OPR.s is common. Opioid overdoses appear to occur more frequently in medical OPR users 
tlian in young nonmcdical users, h'or example, in a .study of 254 unintentional opioid overdose 
decedents in Utah, 92% of the decedents had been receK-ing legitimate OPR prescriptions from 
health care providers for chronic pain (39). 

Middle-aged women an<l the elderly arc more likely’ than other groups to visit doctors with 
complaints of pain (4). The development of iatrogenic opioid addiction in tiiese groups may 
c.xplain why they have experienced the large.st increase in hospital stays resulting from opioiti user 
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disorders since 1993 (56) (Figure 5). Over the past decade, white women ages 55-64 have also 
experienced the largest increase in accidental opioid overdose deaths (12, 15). 


Opioid Addiction Is a Key Driver of Morbidity and Mortality 
Accidental opioid overdose is a common cause of death in individuals suffering from opioid ad- 
diction (56). Although ovcrdo.scs do occur in medical and nonincdical OPR user.s who are not 



b OPR-related unintentional overdose deaths by age 


a Past month nonmedical OPR use by age 
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Rmc ofliospital i!i|)aiicmsta)-s rebfwl to opioid use <!isonicrs by adult age group. IWl ami 1012. .Source: 56. 


opioid-addicl'cd, consistent findings in samples of OPR overdose decedents show that deaths are 
most common in individuals likely to he suffering from opioid addiaion. A study of 295 unin- 
tentional OPR overdose deaths in West Virginia found that four out of live decedents (80%) had 
a history of a substance use disortler (33). Another study found that among 254 opioid overdose 
decedents in Utah, about three-fourths (76%) had relatives or friends who were concerned about 
the decedent’s misuse of opioids prescribed for pain (39). 

'f’he sharp increase in the prevalence of opioid addiction is a key' driver of opioiti-related 
morbidity and mortality. The inisattribution of the opioid crisis to nonmcdical use or abuse rather 
than t:o addiction has stymied efforts to addrcjis this crisis Itecatise it suggests a different set of 
policies. Ulicn the o{)ioid crisis is refrained from an “epidemic of opioid abuse” to an “epidcrrvic 
of opioid addiction,” the strategics required to control the epidemic iK-come clearer. 


^,1 

£ K PREVEN riON srRA'ri:c;iF.s 

I < This section oi'ganizcs .strategics for curbing the epidemic of opioid addiaion into primary, .sec- 

< ondaiy, and teniary prevention. Althougli some specific interventions arc discussed, we do not 

provide an exhaustive list. Rather, otir purpose is to dcmon.strate that prevention strategics em- 
ployed in cpitlcmiolngic responses to communicable and noncomnnmicablo disease epidemics 
apply equally well when the disease in question is opioid addiction. Interventions should focus on 
preventing new casc.s of opioid addiction (primary prevention), idcntifrnng early cases of opioid 
addiction (secondary prevention), and ensuring acces.s to effective .-iddiccion treatment (tertiary 
prevention). 


Primary Prevention 

'rhe aim of primar)' prevention is to rctlucc the incidence ofa disease or condition. Opioid addiction 
is typically chronic, life-long, difficult to treat, and associated with high rates of morbidity and 
morniiity. 'ITius, bringing the opioid addiction epidemic under «>ntrt>l requires effort to prevent 
new ca-ses from developing. 
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Preventing^ addiction caused by medical exposuic to OPRs. 'I'hc incidence of iiifrogenic 
opi<3id addiction in patients treated with long-term OPRs is unknown because adequately designed 
prospective sciidies have not been conducted. However, opioid use disorders appear to be highly 
prevalent in chronic pain patients treated mdi OPRs. A suivcy performed by Boscarino cc al. 
of 705 chronic pain patient treated in specialty and prirnarv' care outpatient centers found that 
26% met the Diagnostic and Statistical Manual ofMonnl Disorders (DSM) IV criteria for ojaioid 
dependence, and 35% met DSjM V criteria for an opioid use disorder (6, 7). A systematic review 
of studies utilizing opioids for Imv back pain found that alierrant drug abusc-relateti behaviors 
suggestive of addiction occurred in up to 24% of patients on long-term OPRs {50). Many patients 
on long-term OPRs wony about dependence and addiction and express a desire to taper or cease 
opioid therapy (76). 

To reduce tiie incidence ofiatrogcnic opioid addiction, hcah li care professionals must prescribe 
opioids more cautiously for lioth acute and chronic pain. Unfortunately, the campaign to encourage 
OPR prescril)ing has left many health care |>rovtdcrs with a poor appreciation of opioid risks, 
es(>ecially the risk of addiction, and an overcstitnation of opioid benehw. Despite these risks and 
the lack ofevidence supporting long-term efficacy, OPR prescribing for chronic non-cancer pain 
increasetl over the past decade while use of nonopioid analgesics decreased (20). This pattern 
highlights the need for prescriber education that explicitly corrects misperceptions about OPR 
safety and efficacy. If clinicians treating pain more often substituted nonopioid analgesics and 
nonphannaceutical approaches for OI’Rs, evidence suggests the iricidence of opioid addiction 
would decline and outcomes for patients with chronic non-cancer pain would improve. 

Many prc.scribcrs are unaware that evidence of long-term effcctivenes.s for OPRs is lacking 
and that risks, in addition to addiction, inchide respirator}' depression leading to unintentional 
overdose death; serious fracturt*s from falls (7 1, 77); h}pogonadi,sm and other endocrine effects that 
can cause a spectrum of adverse effects (88); increased pain .sensitivity (2); chronic constipation 
and serious fecal impaction (81); and chronic dry month, which can lead to tooth decay (79). 
Providing prcscrihcrs with acctirate information alwut opioid risks and benefits could resvilt in 
more infonned risk/l)enclit appraisals. Indeed, one of the lessons learned from the nineteenth- 
century opioid addiction epidemic was that physicians were educable. By rhe early 1 900s, aggressive 
opioid prescribing had become the hallmark of older, less-competent physicians (5). 

Several states, including Iowa, Kcnttick}', .Massachusetts, Ohio, Tennessee, and Utah, have 
passed mandator,' prescriber education legislation (89). In addition, the US Food and Dmg Admin- 
istration (FDA) is requiring manufacturers of extended release and long-acting OPRs to sponsor 
educational programs for prcscrihcrs. Unfortvmatcly, some of these educational programs, includ- 
ing those required by the FDA, imply that OPRs are safe and effective for chronic non-cancer 
pain instead of offering prescribers accurate information about OPR risks and benefits (84). It 
remains unclear whether or not ctlucarional programs such as these will reduce OPR prescribing 
for common conditions wlicre risk.s of use are likely to outweigh benefits. 

Some opioid manufacturers have reformulated OPR.s to make them more difficult to misuse 
through an intranasal or injection route. These so-called abusc-dcicrrenc formulations (ADFs) 
may offer safety advantages over easily snorted and injected OPRs, but they do not render them 
less addictive. Opioid addiction, in l)oth medical and nonmcdical OPR users, most frequently 
dcvc!op.s through oral use (8.5). Some opioid-addicted individuals may traivsition to intranasal or 
injection use, but most continue to itse OPRs orally (47). Thtis, ADFs sliould not he corisidered 
a primar}' prevention strateg}’ for opioid addiction. 

In 201.3, the New York City Department of Healtlv and Mental Hygiene released emergency 
room guidelines on OPR prescribing (55). Recommendations included in the giiiciciines call for 
.substituting nonopioid analgesics when possible, avoiding use of extended-release OPRs, and 
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limiring tiie supply to tliifc dare. Reducing patient exposure toOPRs and reducing the supply of 
excess OPRs in the homes of disdiarged patients maybe effective strategies tor preventing tipioid 
addiction that can ocair from both medical and nonmedical OPR use. 

Preventing addiction caitsed by nonmcdical exposure to OPRs. Individuals who use OPRs 
nonmedically arc at risk for developing opioid addiction. Thus, efforts to reduce nnnmedical use 
are an important prim.ary prevention strategy. Adolescents and young adults who cx}>crimeiu with 
nonmedicai use are most likely to obtain OPRs for free from friends or family memfiers who had 
received a legitimate prescription (70). This information suggests that more cautious prescribing 
is required to prevctit nonmcdical use of e.xcess OPRs. Unused OPRs in medicine chesLs should 
be immediately discarded or returned to a pharmacy, which became permissible in October 2014 
after the Drug P.nforccment .Administration made a federal regulator}' change (82). 

Although OPRs have an abuse liability similar to that of heroin (17), they arc commonly per- 
ceived as less risky. Sevenn'-tbree percent of eighth grado's surv’et'cd in 201 5 jierccivedisccasional 
use of heroin witliour a needle as high risk, but only 26% perceived occasional use of V'icotlin as 
high risk (4 1 ). Eiglnh graders also perceived occasional Vicodin tise as less risky than occasional 
marijuana use, less risky than smoking 1-5 cigarettes per day, and less risk}' than moderate alcohol 
use. 

Individuals wlio perceive the risk of nonmedical OPR use to he low may Iw more likely to 
misuse OPRs. A 2004 sim’cy found that college studenB who perceive a low level of risk frotn 
OPRs were 9.6 tiine.s more likely to use OPRs nonmedically, as compared with those who ])crccive 
these medications as harmfol (3). .Although the ability for causal inference from this t>'[>c of cross- 
sectional surx'cy is limited, this finding suggests that social marketing campaign.s designed to 
iticrcasc perc^eit'ed liartnfrdncss of (,)PRs may Iw an cffecih'c pres'cntion strateg}'. 


Secondary Prevention 

The aim of secondary' prevention is to screen for a health tx>ndition after its onset but laeforc it 
causes serious cotnplicaiions. Efforts to identify and treat opioid-addicted individuals early in the 
course of the disease are likely to reduce the risk of overdose, psychtisociai deterioration, transition 
to injection opioid use, and medical complications, 

Phy.sicians are frequently the source of DPRs for opioid-addicted medical and nontnedical 
users (43). Contacts with medical profe.s.sionat.s present valuable opjxjrtunitics for early identi- 
fication of opioid addiction. However, detection of opioid addiction in OPR users can be very 
difficult. Opioid-addicted chronic pain patients may demonstrate aberrant drug-related hehiiviovs, 
such as presentiitg for early refills. However, st>ine opioid-atlclicterl paiii patients, es()eciall)' thti.se 
j)rcscribed high doses, ntay not demonstrate drug-seeking bch.ivior. Opioid-addiaed imiividuals 
receiving OPR prc.scriptions are often reluctant to dcselose their concerns alxnit addiction with 
prescribers because they fear being judged, being cut off from a Icgitiiuatc supply, or being labeled 
as malingerers for feigning pain. 

The difficulty of diagnosing opioid addiction in individuals motivated K) conceal tlicir condi- 
tion suggests that pre.scribers should seek collateral information before prescribing OPlis. kirine 
toxicology can be used to verif}’ a patient’s se1f-rq>orted drug ingestion history (53). However, 
urine toxicology of patients on long-term OPRs is not a reliable strategy for identifying opioid 
addiction. Urine toxicology’ cannot dctenninc if a patient is taking extra doses or if a patient is 
using OPRs by an intranasa! or injeaion route. 

Opioid-addicteil individuals may receive OI’R prescriptions from multiple providers, a prac- 
tice referred to as “doctor shopping.” Doctor shoppers can be identified through u,se t)f state 
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prescription drug monitoring programs (PDMPs). Some state PDMPs send unsolicited reports 
to the medical proriders of doctor shoppers. Research suggests that unsolicited reports increase 
prescrilwrs’ ability to detect opioid addiction, sometimes prompting actions stich as coordinating 
care with other providers and modifying dteir own prescribing practices, as well as screening and 
referring for addiction treatment (78). 

Prcscriljcrs in most stales can consult their state PD.ViP before prescribing OPRs, PDMPs may 
be especially uscfol in emergency rooms and otJier settings where opioid-addicted individuals feign 
pain to obtain OPRs. Too often, however, patients identified as doctor shoppers are simply turned 
away, without hospital staffattemptingto link these patients to addiction treatment sendees, Pfforts 
must be made to help th«e clinicians understand that drug-seeking patients are suffering from 
tJic chronic, life-threatening disea.se of opioid addiction. 

One challenge to PDMP effectiveness has been tiic low rate of provider use of these data 
(48). To increase prcscribcr utilization, Kentucky, lennessce, and New York passed legislation 
mandating that prescribers check the PDMP before prescribing controlled substances. Data from 
these states indicate that PDMP utilization increased rapidly subsequent to the mandate, which 
correlated with declines in opioid prescribing (KY, TN, NY) and a sharp drop in risits to multiple 
providers (TN, NTO (35). 


Tertiary Prevention 

Tertiaiy’ prevention strategies involve Iroth therapeutic and rehabilitative mcastirc.s once a di.sease 
is firmly esi.iblished. 'I'he goal of tertiarj' prevention t)f opioiii addiction is to prevent overdose 
deaths, medical complicatioas, psychosocial deterioration, transition to injection drug use, and 
injection-related infectious diseases. Doing so is accomplished mainly hy enstjring tiiat opioid- 
addicted indiriduals can acces.s effective and affordable opioid addiction treatment, 

Opioid addiction treatment. The need for opioid addiction trcatincntis great and largely unmet. 
According to the NSDUI I, an estimated 2 . 1 million Mnericans are addicted to OPRs, and 467,000 
are addicted to heroin (70). Unforninatcly, these estimates exclude many opioid-addicted pain 
patients }>ecau.se NSDUI 1 participants are told by surveyors that “we arc only interested in your 
use of prcscri)>tioi-i |)ain relievers that were not pre.scribed for you or that you used only for the 
experience or feeling they caused” (67, p. 1 24). 

In 2005, there were an estimated 10 million chronic pain patients receiving daily, long-term 
treatment with OPRs (8). The continuing increase in opioid consumption from 2005 to 201 1 
(42) suggests that the luimher may now e-vcced 10 million. Applying the prevalence estimates of 
DS.M V opioid dcjwndcncc found hy Boscarino et al. (6) in pain patients taking long-term opioids 
would indicate that an additional 2.5 million chronic pain patients may he opioid-addicted. Thus, 
the total numlrcr of Americans suffering from opioid addiction may exceed 5 million, 

Treatment of opioid addiction includes pharmacotherapies and psychosocial approaches, in- 
cluding residential treatment, mutual-help programs (c.g., Narcotics .Anonymous), and i 2-Step 
treatment programs. These motlalities may be used as stand-alone interventions or in combination 
with pharmacotherapy. Psychosocial opioid addiction treatment approaches show value and are 
an important treatment option (63). However, research with greater specificity and consistency is 
needed to better evaluate outcomes. 

Pharmacotherapies for opioid addiction include agonist maintenance with methadone and 
partial-agonist maintenance with buprenorphinc and antagonist treatment w'ith nakre.xone, which 
is available in a montiily injwrtion. Metltadone and biiprenoq^hinc work by controlling cravings. 
Naltrexone works by preventing opioid-addicted individuals from feeling the effects of opioids, 

KvMny ft at. 


Changes may still occur before final publication online and in print 




151 


PU.U)CH>5-K<)iii<(i!y ARl 2V Dttx-iniwr 20 H i};l8 




Naltrexone may he helpful in highly motivated and carefully seletted patients. However, paiicius 
treated with naltrexone may be at increased risk of overdose death should relajise i>cciir (23). 

Multiple well-designed randomized controlled trials provide strong evidence that huprenor- 
phinc tnaintcnance and methadone maintenance are safe and effective treatments for opioid ad- 
iliction (30, 40, 46, 49, 74, 75). Both buprenorphine and methadone treatment are associated 
with reduced overdo.sc risk and improved maternal and fetal outcomes in pregnanq' (19, 44, 5!, 
72). Despite strong evidence supporting the use of buprenorphine and mcih.adonc. fewer than 
! million Americans are receiving these treatments (87). 

Methadone poses a substantially greater risk ofrespiratory depression than does buprenorphine 
and cat) itc obtained only from licensed opioid treatment programs (Ol'Ps). riie lack of Ol'Ps 
in many communities presents a major challenge to expanding access to methadone. In contrast, 
buprenorphine, a partial opioid agonist, has a better safety profile Aan does methadone and can he 
prescribed in an oflice-hased setting (26). Barriers to acces,sing buprenorphine include federal lim- 
its on the number of patients a phj’sidan may treat, ineligibility of nurse praeiitioners to prescribe 
it, and inadequate integration of buprenorphine into primary' care treatment. Access to buprenor- 
phine treatment could be expanded if the fetleral government eased or reint>veregubtt)ty barriers. 

Uarm-reductittn approacbes. 'I'ertiary prevention strategies also include haritt-rcdtiction ap- 
proaches to improving health outcomes and reducing overdose deaths. In tJte subset of opioid- 
aiidictcd individuals whf> arc heroin injection drug users, esidcnce suggests that access to .syringe 
exchange programs can prevent I IIV infection (22). "njcse effons have been less cftcctive at pre- 
venting heparivis C infection, which is increasing rapidly in young, white IDUs (32). 

Expanding access to naloxone, an opioid overdose antidote, can prevent overdose deaths by 
reversing life-threatening respiratory depression. In the 1990s, syringe exchange prttgrams began 
distributing naloxone to injection drug users for the purpose of resaiing peers. Evidence show's that 
clients of syringe exchange programs demonstrated the ability to successfully reverse overdoses 
w'hcn they had been prttvidetl witli ntiloxone and training (73). In addition, providittg family 
members of opioid-addicted individuals and nonparamedic first rcspor»ders witf» nakixoite i niiy be 
an effective strategy' lor rescuing overdose victinw (21, 90). At present, there arc more than 188 
community-based italo.xone dLstrihuiiojt programs in 15 states aitd the District of Columbia (1 1). 


c:c>NCLi;,si()N 


'I'hc increased prevalence of opioid .addiction, caused by overprcscribing of OPRs, has led to a 
paialicl increa.se in opioid overdose deaths. Efforts to address this cri.sis tliat focus exclusively 
on reducing nonuicdical OPR vt.sc have been ineffective. .Vliticllc-agcd and cdderly indi\4duals 
commonly exposed to OPRs for pain treatment have experienced the largest increase in rates of 
opioid-related morbidity and mortality. Recognition that opioid addiction in both tncclical and 
nontnedicai users is a key driver of opioid-relatci! morbidity and mortality will result in a more 
effecciw; rcs|)onse to thi.s public health ciisis. Just as public health authorities would approach 
other disease outbreaks, efforts must be made to retlucc the incidence of opioid addiction, identify 
cases early, and ensure access to effective trcaoncni. 

Preventing opioid addiction requires strategies that foster more cautious and selective OPR 
prescribing. Howcver.ifprescribingisrcducedwiihoutalsoensuringaccesstoaddiccioiUreasmenr, 
the opioid overdose death rate niay remain at a historically high level and tlie use of heroin may 
continue to increase. Coordinate*! efforts from federal agencies, state agencies, health care insurers, 
and health care providers are required to address the needs of millions of .Muericatis nowsmiggiing 
with this chronic, life-threatening disease. 
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The National Association of Chain Drug Stores (NACDS) thanks Chairman Pitts, 
Ranking Member Green, and members of the Subcommittee on Health for the 
opportunity to share our perspectives on public health issues and policies designed to 
help patients and local communities. As the face of neighborhood healthcare, community 
pharmacies and pharmacists play a vital role in promoting the health, safety, and well- 
being of the American people. The pharmacy community shares the Committee’s desire 
to promote policies that will improve patient outcomes and lead to healthier, safer 
communities. To that end, we are pleased to offer our support for tw'o pieces of 
legislation being considered by the Committee today that serve this purpose - the 
“Ensuring Patient Access to Effective Drug Enforcement Act.” (H.R. 471), and the 
“National All Schedules Pre.scription Electronic Reporting (NASPER) Authorization 
Act.” 

NACDS represents traditional drug stores and supermarkets and mass merchants with 
pharmacies. Chains operate 40,000 pharmacies, and NACDS’ 1 15 chain member 
companies include regional chains, with a minimum of four stores, and national 
companies. Chains employ nearly 3.3 million individuals, including 179,000 pharmacists. 
They fill over 2.9 billion prescriptions yearly, and help patients use medicines correctly 
and safely, while offering innovative services that improve patient health and healthcare 
affordability. NACDS members also include more than 800 supplier partners and 60 
international members representing 22 countries. For more information, visit 
www.NACDS.org. 

The Ensuring Patient Access and Effective Drug Enforcement Act of 2015 

NACDS and its members strongly support H.R. 471, the Ensuring Patient Access and 
Effective Drug Enforcement Act of 2015. This important bill would promote a 
comprehensive approach to preventing prescription drug diversion and abuse by 
facilitating policies that enable law enforcement entities to serve the public and act to 
address prescription drug diversion and abuse, while still maintaining patient access to 
medically neces.sary medications. Achieving these related goals is critical to the 
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development of viable and effective policies to prevent prescription drug diversion and 
abuse. 

This bill is crafted to foster the development of sound policies by directing the 
Department of Health and Human Services (HHS) to work jointly with the Drug 
Enforcement Administration and the Office of National Drug Control Policy to assess 
obstacles to legitimate patient access to controlled substances, and to identify how 
collaboration betw'een agencies and stakeholders can benefit patients and prevent 
diversion and abu,se of prescription drugs. Moreover, this legislation would require HHS 
to consult with patient and provider groups, including pharmacies, among other 
stakeholders. Pharmacies are critical stakeholders in efforts to prevent prescription drug 
diversion and abuse, and we appreciate the recognition of pharmacies as having 
important perspectives to .share on this topic. 

The NASPER Reauthorization Act 

While most individuals take prescription medications responsibly, we recognize that the 
potential exists for controlled substances to be diverted and abused. To help prevent and 
reduce the diversion and abuse of prescription drugs, NACDS supports federal efforts 
through the NASPER Reauthori/.ation Act to assist states with funding for state 
prescription drug monitoring programs. Stale prescription drug monitoring programs 
serve important national and state public health goals and warrant federal support. 

Over the years, prescription drug monitoring programs have become important tools used 
to identify and prevent drug abu.se, misu.se and diversion. Recognizing the important role 
these programs have in helping to prevent drug abuse and diversion, chain pharmacies 
actively support these programs in the 49 states where they have been implemented. 
Pharmacies submit information on the controlled sub,stance.s they dispense on a daily or 
weekly basis depending on the particular slate’s program requirements. This information 
includes data on the patient, prescribed drug dosage and quantity, and the prescriber. 

With the Information that is collected, stales can conduct confidential reviews to 
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determine any patterns of potential abuse or diversion. The information also serves as a 
resource that practitioners can access to make informed treatment decisions. 

It is not uncommon for patients to cross state borders for healthcare services. To ensure 
that practitioners have access to robust prescription drug monitoring program data, states 
should work to establish interoperability with other states’ prescription monitoring 
programs. Many stales are already working to implement interstate data sharing now that 
standards and data hubs are in place to facilitate this practice. However, where a 
particular state has not initiated a process to achieve interoperability with other state 
programs, that state should do so to optimize their prescription drug monitoring program. 
NACDS appreciates the support that NASPER reauthorization would provide to states 
toward achieving interstate prescription drug monitoring program interoperability. 

Conclusion 

NACDS thanks the Subcommittee for consideration of our perspectives on policies that 
reduce the incidence of prescription drug diversion and abuse. We appreciate the 
opportunity to work mernber.s of Congress, as well as other policymakers, to promote the 
health and welfare of our patients and all American,s. 
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January 22, 2015 

The Honorable Marsha Blackburn 
United States House of Representatives 
217 Cannon House Office Building 
Washington, DC 20515 

The Honorable Peter Welch 
United States House of Representatives 
2303 Rayburn House Office Building 
Washington, DC 20515 


The Honorable Tom Marino 
United States House of Representatives 
410 Cannon House Office Building 
Washington, DC 205 ! 5 

The Honorable Judy Chu 
United States House of Representatives 
1520 Longworth House Office Building 
Washington, DC 205 1 5 


Dear Congressmen Blackburn, Marino, Welch and Chu: 

We, the undersigned organizations - representing pharmaceutical distributors and pharmacies, - 
would like to express our support for the Ensuring Patient Access and Effective Drug 
Enforcement Act of 2015 (ITR. 471 ). We appreciate your leadership and commitment to 
working with the healthcare supply chain and law enforcement to combat the inappropriate use of 
prescription medicines. Your legislation is a timely and thoughtful approach to addressing the drug abuse 
epidemic. 

Millions of Americans depend on prescription drugs to treat and cure illness, alleviate pain, and improve 
quality of life. Unfortunately, prescription drug abuse is steadily rising. Federal agencies and private 
parties in the drug .supply chain are working diligently to prevent drug abuse and diversion; however, it is 
also imperative that patients with legitimate pain are able to obtain their prescriptions without disruption. 
To that end, we believe the legislation will foster greater collaboration, communication and transparency 
between industry stakeholders and regulators, leading to more effective efforts to combat abuse while 
protecting patients. 

This legislation will clarify key terminology in the Controlled Substances Act to give registrants a better 
understanding of their responsibilities under the law. This bill will also allow DEA-registered companies 
to submit corrective action plans to address any agency concerns, creating a more robust and transparent 
process to address drug diversion with the intention of curtailing unnecessary supply chain disruptions 
that affect patient access to needed medications. Importantly, the report to Congress will encourage 
meaningful dialogue to identify how collaboration between agencies and stakeholders can benefit patients 
and help prevent the diversion and abuse of controlled substances. 

We are committed to being part of the solution to this serious public health challenge, working 
collaboratively with supply chain partners and government officials to address prescription drug abuse 
and finding ways to slow this epidemic. We commend you for your leadership on this important issue and 
we look forward to supporting your efforts to advance this legislation. 

Sincerely, 


American Pharmacists Association 
Healthcare Distribution Management Association 
National Association of Chain Drug Stores 
National Community Pharmacists Association 
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€mdma 

Healthcare DislrihutiGn 
MarKigcment Association 


lohn M. Gray, President & Chief Executive Officer 


January 22, 2015 

The Honorable Marslta Blackburn 
United States House of Representatives 
2 1 7 Cannon House Office Building 
Washington, DC 20515 

The Honorable Peter Welch 
United States House of Representatives 
2303 Raybura House Office Building 
Washington, DC 20515 


TTie Honorable Tom Marino 
United States House of Representatives 
410 Onnon House Office Building 
Washin^on, DC 20515 

The Honorable Judy Chu 
United Stat^ House of Representatives 
1 520 Longwoith House Office Building 
Washington, DC 20515 


Dear Representatives Blackburn, Marino, Welch and Chu: 

On behalf of the Healthcare Distribution Management Association (HDMA) and our 34 pritnaty 
phannaceutical distributor members, 1 would like to express HDMA’s support for the Ensuring Patient 
Access and Effective Drug Enforcement Act of 2015. We appreciate your leadership and commitment to 
working with the healthcare supply chain and law enforcement to combat the inappropriate use of 
prescription medicines. 

HDMA believes the legislation will foster greater collaboration, communication and transparency 
between industry stakeholders and regulators, especially the Drug Enforcement Administration (DEA). 
This legislation will clarify key terminology in the Controlled Substances Act to give registrants a better 
understanding of their responsibilities under the law. Tliis bill will also allow DEA-registered companies 
to submit corrective action plans to address any agency concerns, creating a more robust and transparent 
process to address drug diversion with the intention of curtailing unnecessary supply chain disruptions 
that affect patient access to needed medications. In addition, the report to Congress will encourage 
meaningful dialogue to identify how collaboration between agencies and stakeholders can benefit patients 
and prevent diversion and abuse of controlled substances. 

HDMA and its primary pharmaceutical distributor members are committed to being part of the solution to 
this serious public liealth challenge, working collaborativcly with supply chain partners and government 
officials to address prescription drug abuse and finding ways to slow this epidemic. Again, HDMA 
commends you for your leadership on this important issue and we look forward to supporting your efforts 
to advance this legislation. 


Sincerely, 

JoIuSffrTjray 
President and CEO 
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ONE HUNDRED EOUBTEENTH CONGRESS 

CoiigrESg o( tt)e Btatm 


l)oiisc of llcprfstntatibes 

COMMirrtE 0\ ENERGY AND COMMERCE 
2125 H 1 N ’I Or . BuiLDiNR-; 

W H' DC 205' B-611 5 


February- 25, 2015 


Mr. D, Linden Barber 

Ouarics & Brady Ll.F 

05 N, Pennsyivania Street, Suite 2400 

Indianapolis, IN 46204 

Dear Mr. Barber; 

I'iiank you for appearing before the Subcommiltee on Health on Janiiar>' 27, 2Q1 5, Id testify at the 
lienring entitled •‘Exanuning Public Health Legislation to Help Patients and Local Comnuinilies.” 

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains 
open for ten business days to permit Members to stibmit additional questions for the record, which are 
attached, 'fhe formal ofyottr responses lo these questions should be as follows: (1) the name of the 
Member whose question you arc addressing. (2) the complete text of the question you are addressing in 
bold, and (3) your answer lo that question in plain text. 

To facilitate the printing of (he hearing record, please respond to these questions with a 
transmittal letter by the close of business on Tuesday, March 10, 2015. Your responses should be mailed 
to Adrianna Siinonelli, Legislative Clerk, Committee on Energy and Commerce, 2 125 Rayburn House 
Office Building, Washington, D.C. 20515 and e-inailcd in Word format to 
Adrianna.Simonelli'rj-mail. house. gov . 

Thank you again for your lime and effort preparing and delivering testimony before the 
Subcommittee, 


Sinccrelx^. 



cc; The Honorable Gene Green, Ranking Member, Subcommittee on Health 


.Altachmciu 
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QimrlesS Brady L 


135 North Pennsylvania Avenue 
Suite 2400 

Indianapolis. Indiana 46204 
317.957.500) 

Fax 317.957.5010 
viww.quarles.com 


Writer’s Direct Dial: 317.399.2812 
E-Mail: linden barber@quaries.com 


Attorneys at Law in 

Chicago 

Indianapolis 

Madison 

Milwaukee 

Naples 

Phoenix 

Scottsdale 

Tampa 

Tucson 

Washington, D.C. 


March 9, 2015 


Via U.S. Mail and E-mail 


i’he Honorable Joseph R. Pitts, Chairman 
Committee on Energy and Commerce 
Subcommittee on Health 
2125 Rayburn House 0.rrice Building 
Washington, D.C. 20515 

Dear Mr. Chaimian; 


Thank you for calling me to testify before the Subcommittee on Health on January 27, 
2015, at the hearing “Examining Public Health Legislation to Help Patients and Local 
Communities.'’ Attached to this letter are the questions for the record I received from the 
Honorable G.K. Butterfield and my re.sponses to those questions. Should you or other members 
of the Committee have additional questions, I would be pleased to respond to those questions. 


Very truly yours. 



cc: The Honorable Gene Green, Ranking Member, Subcommittee on Health 

Adrianna Sinionelli, Legislative Clerk 


Attachment 


DLB;rs 
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“Examining Public Health Legislation to Help Patients and Local Communities” 
Hearing before the House Energy and Commerce 
Subcommittee on Health held on January 27, 2015 

Questions for the Record from the Honorable G.K. Butterfield 
Directed to D. Linden Barber 

Mr. Barber, we’ve heard from many people about the need to pass the Improving 
Regulatory Transparency for New Medical Therapies Act to expedite patient access to new 
medicines. Over the past 15 years, the average time to reach a DEA scheduling decision 
has increased dramatically. 

a) Mr. Barber, given your prior service in the DEA, what do you see as the 
main reason for this dramatic increase in review time? 

RESPONSE: The reasons for the increasing delay are not transparent to the 
public nor were they transparent to me when 1 wa.s the Associate Chief Counsel 
at DEA. However, my e,xperience with the Agency leads me to conclude that 
the primary reason for the increase in the time to schedule new molecular 
entities is that DEA tends to prioritize its enforcement mission to prevent 
diversion above its regulatory mission to ensure an adequate and uninterrupted 
supply of controlled medications to meet the legitimate medical needs of the 
United States. DEA has communicated to registrants that the Agency is first 
and foremost an enforcement agency, not a regulatory agency. In light of the 
enomious problem of prescription drug abuse, this is somewhat understandable, 
However, it is possible for the Agency to be both a strong enforcement agency 
and a responsive regulatory agency. A second reason for the increasing delays 
in scheduling new molecular entities is what appears to be a misunderstanding 
on the part of DEA about its role in .scheduling these entities. The DEA is 
bound by the medical and scientific findings of the Secretary of Health and 
Human Services. DEA's role is to examine law enforcement data and 
information on diversion in reaching a decision about scheduling. With new 
molecular entities, there is no law enforcement data or history of diversion for 
DEA to study. Thus, there is nothing within the purview of DEA for the 
Agency to study that would add anything meaningful to the medical and 
scientific findings of the Department of Health and Human Services. 
Searching for law' enforcement and diversion-related information on new 
molecular entities is futile. To the extent that DEA undertakes such queries, 
the Agency is unnecessarily delaying the scheduling of new molecular entities 
that are approved by FDA from reaching the market where patients can benefit 
from these products that FDA has determined are safe and effective for 
medical use. 
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b) How often docs the DEA reach a scheduling determination that differs 
from the FDA’s recommendation and what are the leading factors that 
delay the Agency in making decisions? 

RESPONSE: My review of more than a decade of scheduling decisions on 
new molecular entities reveals that DEA has without exception adopted the 
FDA's scheduling recommendation on new molecular entities. The likely 
factors leading to the delay in DEA scheduling new molecular entities are the 
DEA's focus on enforcement issues rather than regulatory issues and the 
Agency undertaking futile inquiries which have proven to add no value to the 
scheduling process. These factors are discussed more fully in section a, above. 

c) Do you foresee typical circumstances that would prevent the DEA from 
reaching an interim scheduling determination within 45 days of the FDA’s 
recommendation? 

RESPONSE: The only plausible explanation for DEA requiring more than 45 
days to schedule new molecular entities is that the Agency must publish the 
proposed scheduling action in the Federal Register, provide an adequate period 
for public comment, and then respond to any comments in the promulgation of 
the Final Rule scheduling the new molecular entity. These steps are required 
by the Administrative Procedure Act. However, it would be feasible for DEA 
to publish a proposed scheduling action within five days of receiving FDA's 
recommendation since the proposed rules for scheduling new molecular 
entities are largely boilerplate proposed rules that require little original drafting 
by DEA. A thirty comment period is typical. Unless the Agency receives an 
unusual number of comments that raise complicated issues, DEA should be 
able to publish a Final Rule within ten days of the close of the comment period. 
Using the timelines above, DEA should be able to schedule new molecular 
entities within forty-five days of receiving FDA's scheduling recommendation. 

However, this process could be even further expedited if Congress amended 
the eSA and directed DEA to publish its scheduling action on new molecular 
entities without undertaking the procedures required by the Administrative 
Procedure Act. The rational for Congressional action along these lines is three- 
fold: 1) history indicates that DEA always accepts FDA's scheduling 
recommendation for new molecular entities so there is no value added in DEA 
delaying scheduling to undertake an independent review of the scheduling 
decision; 2) once FDA finds that a new molecular entity has an accepted 
medical use in the United States, DEA has no choice but schedule the drug in 
Schedule II, HI, IV, or V since Schedule 1 drugs have no accepted medical use 
in the United States; and 3) DEA has emergency scheduling power under 2 1 
U.S.C. §81 1(h) which w'outd allow DEA to increase move the new molecular 
entity to a more restrictive schedule on an emergency basis if information 
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supported such an action after the substance become available to the public. 
Taking action to expedite the scheduling of new molecular entities would serve 
the both purposes of the Controlled Substances Act as reflecting in the 
Congressional findings of 21 U.S.C. § 801. The public would have timely 
access to new drugs that are helpful to American people. Meanwhile, placing 
new drugs in the Schedule recommended by FDA would serve to prevent the 
diversion and abuse of those drugs as all controlled substances without regard 
to the schedule of the drugs are subject to significant restrictions and if more 
restrictive scheduling were necessary based on an imminent hazard to public 
health, DEA could exercise its emergency scheduling powers. 
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